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the Code of Federal Regulations, which is’
published under 50 titles pursuant to 44
U.S.C. 1510. :

The Code of Federal Regulations is sold
by the Superintendent of Documents.
Prices of new books are listed in the
first FEDERAL REGISTER issue of each
month. :

DEPARTMENT OF AGRICULTURE
Food and Nutrition Service

7 CFR Parts 271, 272, 273 and 274
[Amdt. No. 211} -

Food Stamp Program; Administrative
Flexibility Rule

AGENCY: Food and Nutrition Service,
USDA.

ACTION: Final rule.

SUMMARY: This rule reduces fraud and
error in the Food Stamp Program and
provides more flexibility to the State
agencies in administering the program.
This rule requires food stamp
households to furnish the social security
numbers (SSN’s) of all household
members in accordance with the 1981
Food Stamp Amendments. Also, this
rule contains a provision of the 1982
Food Stamp Amendments that
eliminates the requirement that State
agencies comply with Federal standards
with regard to points and hours of
certification and issuance. Other
provisions in this rule concern
verification, public comment, training,
mailing of Authorization to Participate
{ATP) cards, and staggered issuance.
These rules give State agencies the
authority to verify any information
included on the food stamp application
and require that individuals with
questionable citizenship be ineligible for
participation in the program until their
citizenship is verified.

EFFECTIVE DATE: This action is effective
on November 26, 1982. State agencies
shall implement the new SSN provisions
for new applicants no later than
February 1, 1983 and convert the current
caseload at recertification or when the
case is otherwise reviewed, whichever
occurs first. The citizenship provisions
must be implemented on or before April

1, 1983. All other provisions shall be
implemented at State agency discretion.
FOR FURTHER INFORMATION CONTACT: If
you have any questions, contact Thomas
O'Connor, Supervisor, Policy and
Regulations Section, Program Standards
Branch, Program Development Division,
Food and Nutrition Service, Alexandria,
Va. 22302, 703-756-3429.
SUPPLEMENTARY INFORMATION:

Classification

This final rule has been reviewed
under Executive Order 12291. The rule
will not result in annual economic
impacts of more than $100 million or
major increases in costs or prices nor
will it have a significant adverse effect
on competition, employment,
productivity, investment, or foreign
trade. Further, the rule is unrelated to
the ability of United States-based
enterprises to compete with foreign-.
based enterprises. Therefore, the rule
has been classified as “nonmajor.”

Regulatory Flexibility Act -

This rule has been reviewed with
regard to the requirements of the
Regulatory Flexibility Act (Pub. L. 96—
354). Samuel J. Cornelius, Administrator
of the Food and Nutrition Service, has
certified that this proposal does not
have a significant economic impact on a
substantial number of small entities.
This rule implements several provisions
which affect food stamp certification,
issuance, and operational issues. The
provisions will allow State agencies to
implement direct ATP pick-up issuance
systems; will mandate that State
agencies require each household
member to provide an SSN as a
condition of eligibility; will expand the
State agencies’ options to verify any
information included on the food stamp
application; and will mandate that
household members whose citizenship is
in question be ineligible until proof of
citizenship is obtained. In addition, this
rule will eliminate the Federal
requirements in the area of points and
hours and allow greater administrative
flexibility in the area of training and the
public comment component of the State
Operating Guidelines. These provisions
do not represent major changes in
certification, issuance, or operational
policy and should have no significant
impact on State and local social service
agency or issuance agency workload,
staffing needs or paperwork.

This regulation does not contain
reporting and recordkeeping
requirements subject to approval by
OMB under the Paperwork Reduction -
Act.

Introduction

- The Department is concerned with
minimizing possibilities for fraud and
error in the Food Stamp Program and
with lessening the administrative
burden currently placed on State
agencies. With this in mind, the
Department re-examined the provisions
concerning verification, training, public
comment requirements on State
operations and the mailing of ATP
cards. The requirement that SSN's for all
household members be collected was
contained in Section 1327 of the 1981
Food Stamp Amendments (Pub. L. 97—
98), while the 1982 Food Stamp
Amendments (Pub. L. 97-253) eliminated
the stringent requirements of points and

" hours (Section 167). This final

rulemaking will revise the policy in
these areas. In developing this rule, the
Department focused on the development
of procedures that are responsive to
participant need and State agency
flexibility.

An explanation of the rationale and
purposes for this rule was provided in
the preamble to the proposed
rulemaking, published at 46 FR 14160,
April 2, 1982, Therefore, this preamble
deals only with significant changes from
the proposed rulemaking.

A total of 86 commenters sent in
comments and suggestions on the
proposed Administrative Flexibility
rules.

Public Comment Provisions in the State
Operating Guidelines

Current rules require State agencies to
provide the public with an opportunity
to comment on overall program
operations. Public comment is required
every four years beginning with the
State agency’s 1982 fiscal year. The
regulations also specify that waivers to
deviate from program requirements
requested by State agencies are subject
to comment prior to submission to FNS.
The comment period for a waiver may
be dropped with prior FNS approval if
an emergency situation exists. The rules
specify that State agencies must solicit
comments in at least one of the
following methods: Their State's
Administrative Procedures Act (APA's);
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publication of a summary of the waiver
or general program operations for public
comment; or State-wide public hearings.
The proposed rule would give State
agencies the administrative flexibility to
solicit comments as State laws require
as the individual State agency believes
would be useful.

A total of 37 commenters specifically
addressed the public comment
provision. Sixteen of the commenters
were supportive while 21 were opposed
to the provision: The commenters
supporting the proposed change cited
several reasons for their positive
response. Several said a Federal
provision requiring public comments on
State operating guidelines is redundant
since many States have an APA. One
commenter said that interested parties
can register comments at anytime,
whether or-not formally solicited.
Another said the appropriate forum for
effective comments is at the federal
level. Still another commenter said Food
Stamp Program materials are already
open to the public. Commenters opposed
to the provision cited various reasons
for their opposition. Five commenters
challenged our premise that the current
public comment provisions are
burdensome since the next comment

period on State overall operations is not -

due till the State's 1986 fiscal year.
Another reason cited for opposing the
proposed provision was that the
proposal would encourage growth of a
closed bureaucracy especially if State
agencies did not have to adhere to their
Administrative Procedures Act (APA).
One commenter felt that a built-in
mechanism to require public comment
offers the only opportunity for the local
community and their representatives
(particularly in States without an APA)
to provide comments and suggestions as
to the operation of the Food Stamp
Program.

The Department believes that giving
State agencies the administrative
flexibility to solicit comments as State
laws require or as the individual State
agency believes would be useful will not
prevent the public from learning how
State agencies are operating the Food
Stamp Program. Those State agencies
without their own APA's can solicit
public comment through less formal
contacts, such as welfare rights
organizations and public interest groups.
Also § 272.1(d) of the federal regulations
requires that the public be allowed to
examine regulations, plans of
operations, State manuals and Federal
procedures which affect the public.

The Department is revising the final
rule to answer the concern of the
commenter who feared a closed

bureaucracy by making clear that the
language does not permit State agencies
to avoid the requirements of their

- APA'’s. State agencies without APA’s

will need to solicit comments as they
feel necessary.

Further, paragraph (a)(5) of § 272.3 is
removed as State agencies may now
determine their own needs for preparing
and providing staff with procedures for
obtaining public comment.

Training

The Food Stamp Act of 1977, as
amended, requires training for
certification personnel. The ourrent
regulatory provisions expanded the
statutory training requirement to include
fair hearing officials, performance
reporting system (PRS) reviewers, and
others who prescreen or provide other
services to applicants or the public.
Current rules are very specific as to the
contents of training programs.
Additionally, public participation is
required at formal State training
sessions. Finally, the rules require that
the contents of training programs be
reviewed by FNS on a semi-annual
basis. The proposed rule would only
require training for food stamp eligibility
workers, fair hearing officials and
Performance Reporting System (PRS}
reviewers. The contents of training
programs and the public participation
provision would not be regulated.

Forty-seven commenters addressed
the proposed training provision. There
were 13 general supportive letters and
26 general opposition letters. The
commenters supporting the proposed
provision welcomed the flexibility given
to State agencies in determining their
own training needs. One State agency
stated that this flexibility means that
available resources can be used to meet
State/local needs rather than to comply
with Federal rules.

The commenter further observed that
training is and will continue to be a
priority. One State agency, although
supportive, felt the training requirements
could be further deregulated. It
recommended that the rule solely reflect
the Act’s mandate on training
certification workers.

Fourteen of those opposing the
proposed provision were surprised that
training would be curtailed in light of
the high error rate, USDA’s objective to
curtail fraud, and the numerous program
changes. There were two areas of the
proposed training provision that
received the most negative responses:
the proposed categories of personnel
requiring training and the deletion of
public attendance at training sessions.

. Most commenters objecting to the

training proposal preferred to leave the

current provision intact as far as the
type of personnel requiring training.

The Department retains the training
provision as proposed. These rules
acknowledge State agencies' staff and
budget constraints. The final rule will
allow State agencies to determine their
training staff needs, content of training,
public attendance at training sessions,
and, to a degree, personnel training
requirements. The rule reduces the
amount of detailed regulations that now
exist and allows increased flexibility to
State agencies."State agencies will
continue to be responsible for .
developing well-designed training
programs.

The deletion of the requirement that
the public be allowed to attend training
sessions is not meant to discourage or
preclude such attendance. Rather, the
deletion of this requirement is meant to
remove Federal involvement from an
operational area more properly left to
State agencies. The Department expects
that State agencies will continue to
allow public participation at training
sessions if, in the view of State agencies,
such participation is beneficial.

Point and Hours

Current regulations provide minimum
standards for State agencies to use in
determining the locations and hours of
operation of the issuance services made
available in each State. The proposed
rule would have established general
authority for allowing exceptiohs to
these minimum requirements. Public
Law 97-253 (Food Stamp Act
Amendments of 1982, enacted
September 8, 1982) amended the Food
Stamp Act of 1977 to eliminate the
requirement that State agencies comply
with Federal standards with regard to
points and hours of certification and
issuance. The final rule implements this
change by removing 7 CFR 272.5.
However, the provision of that section
requiring State agencies to assist
households comprised of elderly or
disabled members to obtain coupons
has been retained by moving it to 7 CFR
272.7(n)(3) and 274.1(a).

Verification

The proposed rule included a number
of changes designed to help State
agencies eliminate fraud and abuse by
increasing flexibility in the area of
verification. The following discussion
addresses the public comment on these
proposed changes and explains the
provisions of the final rule.

Optional verification. Current rules
place a number of restrictions on State
agencies regarding what factors they
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may elect to require households to
verify. At certification, the State
agency's optional verification is limited
to liquid resources of loans, dependent
care costs, household size, and any
other factors for households meeting the
State agency’s error prone profile, At
recertification, the State agency may
elect to verify income, medical expenses
and actual utility expenses which have
changed by $25-or less. (Changes in
source or amount exceeding $25 must be
verified.) The agency does not have the
option to mandate verification of other

" factors. -

The proposed rule would remove the
restrictions on optional verification.
State agencies would be granted the
option to require verification of any of
the information on the application, both
at certification and recertification. In
addition, the proposed rule would delete
the requirement that State agencies get
prior approval from FNS to exercise
optional verification on a project area
basis rather than statewide.

The Department received roughly the
same number of comments supporting
and opposing this change. Commenters -
supporting the change agreed that it
would help to reduce fraud, abuse,
incorrect issuances, and error rates.

Some of the commenters who opposed
the change maintained that it would
lead to a variety of abuses by State
agencies or eligibility workers. Potential
abuses mentioned by these commenters
include harassment, undue delays in
processing, barriers to participation,
arbitrary requirements, and
discrimination. Four commenters argued
that the change would undermine the
Program’s uniform national eligibility
standards. A few others contended that
it would prove cost-inefficient and
would unduly burden eligibility workers.

The Department does not agree with
the commenters who maintained that

.this change would lead to abuses by
State agencies and eligibility workers.
The rule provides the State agency with
the authority to mandate verification of
any information on the application on a
statewide or project area basis. The
provision does not extend authority to
eligibility workers to impose special
verification requirements on a case-by-
case basis. This sharply reduces any
potential for abuse or discrimination by
eligibility workers. The required
processing time frames, combined with
the 10 day minimum allowed for
households to provide verification upon
request, ensure that barriers and delays
in recertification are not generated.
Finally, the rule specifically prohibits
State agencies from establighing
verification procedures which result in
discrimination based on race, religion,

!

ethnic background, or national origin.
The rule also prohibits imposition of
standards which target groups such as
migrant farmworkers or American
Indians. The Department will continue
to enforce these provisions to guarantee
that statewide or project area
verification requirements do not result
in discrimination. -

The Department does not believe that
the rule will undermine the Program'’s
uniform national standards. The
eligibility and benefit level standards
will remain uniform, as will processing
time limitations. The only change is that
State agencies will be more able to
adapt verification requirements to the
characteristics of their caseloads and to
ensure accuracy in information collected
during certification. The Department
does not agree with the commenter who
asserted thatthe change would prove
cost-ineffective or that it would unduly
burden eligibility workers. Because
State agencies share in administrative
funding, they share the Department's
interest in efficient and effective
verification. The Department expects
that State agencies will target their
verification options to areas where
significant abuse occurs.

The Department believes that State
agencies will make good use of their
increased flexibility to require
verification. The Maryland Department
of Human Resources commented that,
*“No doubt, FNS will receive comments
opposing the regulations * * * on the
basis of their potential abuse by
diminishing services to clients and
prolonging and complicating the
verification process. However,
Maryland is fully committed to using
these regulations in a balanced attempt
to serve both client and program needs.”
The Department believes that this
commitment is shared by most State
agencies. Therefore, the proposed
optional verification provisions are
retained in this final rule.

Definition of questionable
information. The current regulations
require State agencies to verify
questionable information that would
affect a household's allotment or
eligibility. The regulations detail what
shall be considered questionable
information. Only if the definition has
been met will information be considered
questionable, and therefore be subject to
verification.

Like the current regulations, the
proposed rule would have required
verification of questionable information
that would affect a household’s
eligibility or allotment. However, the

. proposed rule removed the stipulations

regarding what may be considered
questionable. This change was proposed

to provide State agencies and eligibility
workers with increased flexibility
consistent with expanded optional
verification.

Commenters who favored this change
agreed with the Department that it
would help to reduce error rates,
incorrect issuances, fraud, and abuse.
One commenter approved of the

“proposal as a “logical outgrowth of

expanded verification.” Several argued
that the restrictions on what can be

. considered questionable have hampered

verification efforts and prevented State
agencies from uncovering fraud and
abuse. One commenter requested that
the final rule explicitly extend authority
to State agencies to require verification
of questionable information on a case-
by-case basis. Another commenter
recommended that State agencies
establish standards for what constitutes
questionable information. Still another
commenter recommended that the
regulations return to the “prudent
person” concept (included in earlier
regulations) for determining what may
be considered questionable. The
“prudent person” concept was based on
the premise that the eligibility worker is
able to use his or her own good
judgement, if necessary, in eligibility
factors.

Commenters who opposed the change
argued that it would lead to delays,
harassment, arbitrary and punitive
verifértlion. and discrimination based .
on race and language. A few
commenters contended that the change
left too much to the discretion of
eligibility workers. Others argued that
the change would create barriers to
participation or lead to the invasion of
the applicant's privacy.

The Department is convinced that the
vast majority of eligibility workers
would not misconstrué or wrongly apply
this change so as to abuse the rights of
applicants. However, the Department
recognizes the commenters’ concern that
leaving complete discretion to eligibility
workers to determine what is
questionable, with no federal or State -
guidance, could result in unnecessary
demands for verification.

To address this concern, the final rule
requires that State agencies establish
guidelines to be followed by eligibility
workers in determining what
information should be considered
questionable. The rule also provides that
these guidelines not be based on race,
religion, ethnic background, or national
origin, and that they not target groups
such as migrant farmworkers or
American Indians for special
verification. These guidelines would be
subject to review by FNS during
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management evaluations. These
provisions will ensure that consistent
standards are applied within States and
will prevent verification requirements
based on bias or whim. At the same
time, the provisions remain consistent
with the basic objective of this rule
change, which is to increase State
administrative flexibility.

Citizenship. Current rules require
State agencies to allow participation for
two months by household members
whose citizenship is questionable and

unverified, if the household is otherwise -

eligible and efforts are being made to
obtain the needed verification. If
verification is not provided within two
months, the member becomes ineligible
and the member’s resources and
prorated income are considered
available to any remammg household
members,

The proposed rule required
verification of questionable citizenship
prior to issuance of any benefits. The
proposal also required that until
verification is obtained, the resources
and prorated income of the member
whose citizenship is in question would
be considered available to any
remaining household members. These
proposed changes concerning
verification of questionable citizenship
are consistent with current requirements
pertaining to verification of alien status.

A number of commenters supported
this change, stating that it would reduce
fraud, abuse, error rates, and
administrative complexity. Several
commenters approved of the
consistency with the provisions
regarding alien status.

A number of commenters argued that
this change would impose serious
hardship on applicants. Several
commenters asserted that the rule would
be apphed in a discriminatory manner,
imposing special hardship on Spanish
speaking people, people who speak
English with a foreign accent, minorities,
and migrants. A few added that the
hardship would be aggravated for
migrants because they frequently travel
in the job stream without documentation
of citizenship. Eight commenters
contended that the requirement would
cause financial hardship for residential
drug and alcohol addiction treatment
programs, as their residents often have
no documentation of citizenship. These
commenters argued that the change
would delay food stamp certification,
and that treatment programs could not
afford to admit many addicts without
immediate issuance of benefits.

The proposed changes regarding
verification of questionable citizenship
are retained in the final rule. In making
this change, the Department is removing

the special treatment currently given
questionable claims of citizenships. All
other eligibility factors for which
verification is deemed necessary,
including claims of eligible alien status,
must be satisfactorily documented prior
to certification, The Department does
not believe that discrimination,
harassment, or abuse will result from
applying this general rule to the
verification of citizenship.

It should be noted that the rule does
not impose mandatory verificatiog of
citizenship: It only requires verification
of questionable claims of citizenship.
The Department believes that the
changes incorporated in the final rule
concerning what constitutes
questionable information (described
above) addresses the commenters’
concerns regarding potential
harassment, abuse, and discrimination.
Those new rules require that sufficient
safeguards to ensure equal treatment be
provided under the State agencies’
criteria for what may be considered
questionable. The criteria must not
result in discrimination based on race,
religion, ethnic background or national
origin, and they must not target groups
such as migrant farmworkers or
American Indians for special
verification. State agency guidelines
cannot rely on a surname, accent, or
appearance which seems foreign to find

_a claim to citizenship questionable. Nor

can the guidelines rely on a lack of
English speaking, reading, or writing
ability as grounds to question a claim to
citizenship.

State agencies may wish to provide
special guidance to eligibility workers
regarding grounds for considering claims
to citizenship as questionable. State
agency guidelines must satisfy the
nondiscrimination requirements. The
following list suggests standards for
considering claims of citizenship.

1. The claim of citizenship is
inconsistent with statements made by
the applicant or with other information
on the application or previous  °
applications.

2. The claim of citizenship is
inconsistent with information received
from another source.

3. The individual does not have a
social security number.

The Department recognizes that some
drug and alcohol addiction treatment
centers may experience financial
difficulties as an indirect result of this
change. However, it is not the purpose
of the Food Stamp Program to guarantee
the financial security of treatment
centers, but to provide assistance to
eligible households. Residents of
treatment centers should be just as able
as other applicants to provide

verification of citizenship, and therefore
should be subject to the same
requirements.

A few commenters recommended
changes regarding the forms of
verification of citizenship that are
accepted. Two commenters
recommended that SSN's be accepted as
adequate verification. Because SSN's
are regularly provided to people who are
not United States citizens, the
Department rejected the
recommendation. Two other
commenters recommended tightening
the requirements further by deleting the
provision allowing verification in the
form of a statement signed by a United
States citizen, under penalty of perjury,
declaring that the individuals in
question is a citizen. The Department
rejected this recommendation because it
believes that rule provides applicants
with a needed measure of flexibility
regarding the ways in which they may
verify citizenship. However, the
Department wants to emphasize that
current regulations allow this form of
verification only if other forms of
verification cannot be obtained and the
household can provide a reasonable
explanation as to why verification is not
available,

Several other commenters suggested
modifications in and exemptions from
the requirements. One recommended
that the rule provide for retroactive
benefits {to the date of application}
when verification is provided outside of
the normal time frames. Another
commenter recommended that an
exception be provided for persons
applying for citizenship. Another
recommended that State agencies be
allowed to certify persons making good
faith efforts to provide verification.
Finally, one commenter suggested that
individuals with unverified citizenship
should simply not be counted as
household members, and their income
and resources should be ignored. The
Department rejected each of these
recommendations because they would
undermine the basic purposes of the
change—to simplify administration,
reduce fraud and abuse, and make the
citizenship requirements consistent with
those regarding verification of alien
status.

Collateral contacts. Current
regulations preclude State agencies from
designating a particular individual to be
used as a collateral contact in the
verification process. The proposed rule
would have extended to State agencies
the authority to designate a collateral
contact when the household fails to
designate one or designates one which
is unacceptable to the State agency. The
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proposed rule would have provided that
a collateral contact may be considered
unacceptable if the contact cannot be
expected to provide accurate
verification. The preamble to the
proposed rule stated that households
objecting to the State agency designee
would have the option to request a fair
hearing.

Nearly half of the commenters who
addressed this change strongly
supported it. These commenters argued
that it would help to imiprove Program
integrity and the quality of verification
and to reduce fraud, abuse, and error
rates.

Commenters opposing the change
argued that it would cause applicants to
experience embarrassment, harassment,
and discrimination. Two commenters
contended that the change' would
undermine the Program’s uniform
national standards. One commenter
argued that the change would lead to
costly and inefficient verification.
Several argued that the change would
violate the nondisclosure provision of
Section 11(e)(8) of the Food Stamp Act
of 1977 as amended.

The final rule retains the provision
extending to State agencies the
authority to designate collateral
contacts. The Department does not

agree with the criticism that this change

will lead to mistreatment of applicant
households, nor that it will undermine
uniform standards. Under this rule, the
household retains the right to name a
collateral contact. Only if the household
fails to name a collateral contact, or
names one who is not acceptable to the
State agency, will the new provisions
come into effect. The Department is
convinced that State agencies will reject
an applicant’s designees only when
there is reason to doubt that the contact
will provide accurate verification. State
agencies will not direct their limited
administrative resources to identifying
and making collateral contacts
unnecessarily.
" Commenters suggested modification
in two aspects of the proposed change.
Their recommendations are discussed
below:

1. Two commenters recommended
that the State agency’s action in
rejecting a household’s designee and
selecting another contact not be subject
to a fair hearing. The Department has
rejected this recommendation because it
would conflict with the requirements of
the fair hearing regulations {§ 273.15).
However, the Department will consider
the recommendation during the
development of any changes in the fair
hearing regulations in the future.

2. One commenter recommended that
the State agency be allowed to contact

its designee without providing prior
notification to the household. Another
commenter recommended an explicit
requirément that the State agency notify
the household prior to making the
contact in order to allow the household
opportunity to request a fair hearing.
Still another commenter recommended
that the rule include a provision
specifically requiring prior notification
to the household in order to allow the
household opportunity to withdraw its
application. . .

The Department believes that it is
important that prior notice be provided
to the household when the State agency
intends to contact an individual other
than one named by the household.
Providing prior notice to the household
protects the applicant’s privacy and
ensures that the nondisclosure provision
is not violated. In most cases, providing
prior notification will entail no
additional workload. Eligibility workers
usually discuss verification problems,
like identification of a collateral contact,
during the interview. The Department
expects that in almost all cases, the
eligibility worker and the applicant will

agree to an alternative contact (or other

form of verification) during the
interview. When this occurs, no other
notification would be needed, and any
need for a fair hearing should be
avoided.

The Department recognizes great
merit in the recommendation that
applicants be allowed to withdraw their
applications befagre the contact is made,
and has incorporated the
recommendation in the final rule.
Program integrity requires that State
agencies act on verified information.
However, the basic choice remains with
the household regarding whether or not
to allow State agency access to
collateral contacts as sources of
verification. When the household
prefers that the contact not be made,
and can provide no other acceptable
verification, the household may choose
to withdraw its application.

To provide State agencies with the
needed flexibility and authority to
obtain accurate verification, and at the
same time to protect the privacy of
applicants, the final rule makes the
following provisions. State agencies are
required to notify the household prior to
making a collateral contact with an
individual designated by the State
agency. At the time of this notification,
the State agency shall inform the
household that it has the option to
consent to the contact, supply some
other form of mutually acceptable
verification, or withdraw its application.
If the household refuses to take one of
the options, the application shall be

denied in accordance with the normal
procedures for failure to verify
information (§ 273.2(g}(3)).

Case file requirements. Current
regulations contain detailed
requirements regarding the
documentation which must be
maintained in case files. The regulations
establish basic guidelines by requiring
documentation of eligibility, ineligibility,
and benefit level determinations in
sufficient detail to allow a reviewer to .
determine the reasonableness and
accuracy of the determination. Current
regulations also include detailed
requirements for documentation
justifying any determination that
information is questionable, any request -
for an alternative form of verification,
and any rejection of a household
designated collateral contact.

The proposed rule retained the
general documentation guidelines, but
deleted the detailed requirements for
documentation justifying special
verification actions. This change was
proposed in order to be consistent with
the proposed changes in the optional
verification provisions. There are no
specific documentation requirements for
the exercise of the optional verification
provisions. Several commenters
supported the change, arguing. that the
current requirement imposes
unnecessarily burdensome case file
requirements.

A number of commenters opposed the
change, contending that it would reduce
eligibility worker accountability and
encourage the imposition of unnecessary
and unfair verification requirements.
The Department does not agree with
these commenters. There is no reason to
expect the deletion of the detailed
special case file provision for these
verification procedures to have such
effects. The Department believes that it
serves no useful purpose to continue
requiring documentation to justify
actions which are clearly within the
normal discretion fo the State agency.
What is important in a case file is
documentation that shows that
determinations of eligibility.-ineligibility,
and benefits are correct. Therefore, the
proposed change is retained in the final
rule.

Error prone profiles. Current
regulations require that State agencies
get prior approval from FNS for their
error-prone profiles. To be consistent
with other proposed changes increasing
State agency flexibility. the proposed
rule deleted the prior approval
requirement.

One commenter argued that this
change is contrary to the intent of the
statute, which provides for use of error
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prone profiles “as approved by the
Secretary.” The Department wishes to
point out that the change does not mean
that error prone profiles are no longer
subject to review and approval. Error
prone profiles, like other verification
standards used by State agencies, will
be reviewed and approved by FNS
during management evaluations.

Miscellaneous changes. The final rule
makes conforming changes in language
in § 273.2(i)(4){ii). which deals with the
use of collateral contacts in expedited
service cases. The change was
mistakenly omitted from the proposed
rule. The change is made simply to be
consistent with other changes described
above.

Expanding the Collection of Social
Security Numbers (SSN's)

Section 1327 of Pub. L. 97-98 amended
the Food Stamp Act of 1977 to require,
as a condition of eligibility for
participation in the Food Stamp
Program, that each houseliold member
‘furnish to the State agency their SSN (or
numbers, if they have more than one).

This section of the proposed
regulations received twenty-five
comments. Seventeen of these
comments concerned the first change
which requires as a condition of
eligibility for participation in the Food
Stamp Program that each household
member furnish to the State agency their
SSN. The remaining comments
concerned the second change which
gives State agencies the option of either
requiring applicants to obtain SSN's at
the State agency or allowing the State
agency to follow the current rule.

The former group of commenters were
" almost evenly divided between those
supportive of and those opposed to the
provision. Most of the opposing
commenters felt that the current 90 day
time period allowed for awaiting receipt
of an SSN is excessive. Two of the
supportive commenters also
recommended a shorter time period.
Another issue on which comments were
received pertained to households’
responsibility to apply for SSN's. One .
State agency recommended that
household members without SSN's be
required to apply for one prior to -
certification and that households
receiving expedited service be required
to apply for an SSN prior to the second
issuance rather than prior to
certification. A State agency
recommended that when good cause is
determined for household members who
have not received SSN's within 90 days,
they should be eligible for an additional
90 day extension. The proposed rule
would not have ¢hanged the current rule

- which does not limit the time of the good

cause extension.

The Department feels that requiring
household members without SSN's to
apply for an SSN prior to certification
would not place undue hardship on the
household. This procedure would
encourage faster receipt of SSN's, faster
application for SSN's, and earlier wage
matching which improves the prevention
and detection of fraud. This requirement
is included in final regulations. The
household receiving expedited service
will adhere to current regulations in
§ 273.2(i){4)(i) regarding furnishing an
SSN to the State agency. That section
states that household members entitled
to expedited service are required to
furnish or apply for an SSN after they
have received their first allotment but
before their second issuance.

In order to be certified for the Food
Stamp Program, household members
need to furnish their SSN before
certification or apply for one. These
household members without SSN's, must
furnish them within 30 days of the first
day of the first full month of
participation. The Department has
learned that the Social Security
Administration (SSA) is now able to get
SSN's at a faster rate to applicants than
in the past. Virtually, all applicants
(approximately 99 percent) will receive

-their social security card in 30 days or

less. The Department, therefore, has
decided that for certification to continue
for a household, members certified
without SSN's must furnish them to the
State agency within 30 days of the first
day of the first full month of
participation.

One commenter believes that the
Department should give a time limit for
providing SSN's even when good cause
exists in order to conduct an effective
and timely wage match on newly
certified cases. Currently, the good
cause provision of SSN's could be
delayed permanently if the SSN was not
received within a specified time. The
Department is adopting an absolute limit
by giving household member’s an
additional 30 days to furnish an SSN,
which allows household members to
continue to participate provided
documentation exists of their applying
for an SSN. It is the Departments
position that the 30 day time limit for
applying for an SSN and the 30 day good
cause extension, if good cause exists,

will result in equitable treatment of

program participants and provide
adequate time to receive an SSN from
SSA. The Department wants to point out
that the 30 day time limit for fumxshmg
an SSN and the good cause extension is
less than the current 90 day standard for

furnishing an SSN to the State agency.
State agencies may modify these
timeframes in order to conform to the
Monthly Reporting Retrospective
Budgeting regulations. -

In view of the regulatory change that
establishes a good cause provision time
limit, this final rule makes conforming
changes to the failure to comply section
(§ 273.6(c)). The final rule states that an
individual without an SSN and without
good cause at the end of the 30 day
period following the first day of the first
full month of participation will be ‘
ineligible to participate in the program
until that individual complies.

Eight comments were received on the
section of the proposed regulations
giving State agencies the option of either
requiring applicants to obtain SSN's at
the State agency or allowing the State
agency to follow the current rule. The
current rule offers to applicants who do
not have SSN's the options of either
applying for SSN's at Social Security
Administration offices or at State
agency offices. Only one commenter
opposed this provision, stating that
application should be made at the State
agency only. However, this is an option
provided by the proposed rule. The
Department made no change and
incorporated the proposed language into
final regulations.

Direct Pick-up of ATP Cards

The proposed rule allows the
development of a broader range of ATP
delivery systems by removing the
requirement that ATP's be mailed to
participants. The proposed rule further
stated that State agencies should use an

"alternative issuance system only when

State agencies are having problems with
fraudulent duplicate issuances.

This section of the proposed
regulations received thirty comments.
Most of the comments were supportive.
Commenters opposing the provision
believed that the option to offer direct
delivery of ATP cards should be at the
discretion of the State agency, without
having to justify to FNS that fraudulent
duplicate issuances are occurring. They
stated that State agencies currently have
the flexibility to use an HIR card
issuance system and a direct mailing of
coupon system without any justification.

The Department has rewritten the
final regulations to allow State agencies
to develop alternative ATP delivery
systems at their discretion. The State
agencies should give adequate
notification to households of a change in
issuance systems.

As mentioned in the preambleé to the
proposed rule, State agencies should
make an issuance system uncomplicated
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for households and should consider the
distance of the issuance outlet from the
recipients, the hours of operation of the
issuance outlet and the needs of the
‘handicapped recipients,

Staggered Issuance

The proposed rule removes the
standards and guidelines for staggering .
the issuance of ATP’s and coupons to
recipients. The State agencies would
have the flexibility to determine when,
during the certification month,
authorization cards and coupons would
be mailed to recipients.

Thirty-nine comments were received
on this section of the proposed
regulations. Twenty-one of the
commenters opposed the rule. Their |
major concern was that recipients who
will be asked to revert to an issuance
cycle later in the month may not have
enough food to cover the transition
period that would occur in the first
month of an issuance date change.

The Department became aware that
the staggered issuance proposal raised
concerns in the context of Monthly
Reporting and Retrospective Budgeting
(MRRB) systems. Therefore, the issue of
staggered issuance will be addressed in

~the final MRRB regulations.

Alaska

Subsequent to publication of the
proposed rule, the Department realized
that conforming amendments would be
necessary in the rule establishing
procedures for program administration
in Alaska. So that the Alaska provisions
will be consistent with the final rule,
those conforming amendments have
been incorporated into this rulemaking.

Implementation

- The implementation section proposed
that State agencies implement those
regulations pertaining to questionable
citizenship no later than the first of the
month 120 days after publication in a
final rulemaking. All other provisions
would be implemented anytime after 30
days following publication in final form.
This section received 11 comments.
Nine of the commenters requested
including in this section an
implementation date for the requirement

of an SSN for each person participating -

or applying for participation in the
program. The other commenters
supported the section as written.

The Department agrees with the
commenters that an implementation
date for providing SSN's should be given
in the implementation section.
Therefore, State agencies must
implement the new SSN provisions for
new applicants no later than February 1,
1983 and convert the current caseload at

recertification or when the case is
otherwise reviewed, whichever occurs
first. The citizenship provisions must be
implemented on or before April 1, 1983.
All other provisions will be
implemented at State agency discretion.
The Department feels that this
implementation schedule will provide
State agencies adequate time to prepare
for implementation.

List of Subjects
7 CFR Part 271

Administrative practice and
procedure, Food stamps, Grant
programs—social programs.

7 CFR Part 272 -

Alaska, Civil rights, Food stamps,
Grant programs—social programs,
Reporting and recordkeeping
requirements.

7 CFR Part 273

Administrative practice and
procedure, Aliens, Claims, Food stamps,
Fraud, Grant programs—saocial
programs, Penalties, Reporting and
recordkeeping reqmrements. Social
security, Students.

7 CFR Part 274

Administrative practice and
procedure, Food stamps, Grant
programs—social programs, Reporting
and recordkeeping requirements.

Parts 271, 272, 273 and 274 are
amended as follows:

PART 271—~GENERAL INFORMATION
AND DEFINITIONS

§271.6 [Amended]

1. In § 271.6, paragraph (a)(1), the -
reference to § 272.7 is revised to read
§ 272.8.

2.In § 271.7, paragraph (g) is revised
as follows:

§ 271.7 Allotment reduction procedures.

* * * * *

(g) Issuance services. State agencies
must have issuance services available to
serve households receiving restored or
retroactive benefits for a prior,
unaffected month.

* * * * *

PART 272—REQUIREMENTS FOR
PARTICIPATING STATE AGENCIES

§272.6—272.8 [Redesignated as
§§ 272.5~7)

1. In Part 272, the table of contents

section, the entry for § 272.5 is removed, *

and the entries for §§ 272.6, 272.7 and
272.8 are redesignated as §§ 272.5, 272.6
and 272.7, respectively.

2.In § 272.1, paragraph (g)(5) is
revised to read as follows:

§ 272.1 General terms and conditions.

* * » * *

(g) Implementation, * * *

(5) Amendment 211. State agencies
shall implement the new Social Security
Number (SSN) provisions for new
applicants no later than February 1, 1983
and convert the current caseload at
recertification or when the case is
otherwise reviewed, whichever occurs
first. The citizenship provisions must be
implemented on or before April 1, 1983.
All other provisions shall be
implemented at State agency discretion.

L] * * * *

3.In § 272.1, paragraph (g)(12) is
removed and reserved for future use.

4. In § 272.3 paragraph (a)(5) is
removed, paragraphs (a)(6) and (a)(7)
are redesignated as paragraphs (a)(5)
and (a)(6) respectively, paragraphs (c)(5)
and (c)(8) are removed, paragraphs (c)(7)
and {c)(8) are redesignated as
paragraphs (c)(5) and (c)(6) and
paragraph (d) is revised. The revision
reads as follows:

§272.3 Operating guidelines and forms.

. » * * *

(d) Puplic Comment. State agencies
shall solicit public input and comment
on overall Program operations as State
laws require or as the individual State
agency believes would be useful.

5. In § 2724, introductory text to
paragraph (d) is removed, (d){1) is
revised and (d)(3) is removed. The
revisions read as follows:

§ 272.4 Program administration and
personnel requirements.
* * * * *

(d) Training.—(1) Minimum
requirements. (i) The State agency shall
institute a continuing training program
for food stamp eligibility workers,
hearing officials, and performance
reporting system reviewers. Sufficient
training shall be provided to these
people prior to their initial assumption
of duties and, subsequently, on an as-
needed basis.

(ii) The State agency shall provide
sufficent staff time to ensure that the

minimum training requirements are met,
* * * * LI

§272.5 [Removed]

§§ 272.6,272.7, and 272.8 [Redesignated
as §§ 272.5, 272.6, and 272.7)

6. Section 272.5 is removed in its
entirety, and §§ 272.6, 272.7 and 272.8,
are redesignated as §§ 272.5, 272.6 and
272.7, respectively.
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7. In newly designated § 272.7,
paragraphs (b), (e) and (n) are revised
and paragraph (o) is removed. The
revisions read as follows:

§272.7 Procedures for program
administration in Alaska.

* » + 0« «

(b} Applicability. The regulations
established in this section except for
paragraphs (f) Hotlines and (j)
Resources of this section shall apply
only in those areas of Alaska which are
designated by FNS as “rural”. All
regulations not speciﬁcally modified by
this section shall remain in effect. The
State agency, in consultation with FNS
shall establish the criteria for
designating areas of the State as “rural”
taking into consideration such factors as
population concentrations, weather and
road conditions, the risk to the health or

_safety of applicants in traveling, and the
regularity of mail service. The State
agency shall, in consultation with FNS,
determine those areas that meet the
rural criteria. The criteria for
designating rural areas and the
designated areas shall be identified in
the Alaska State Plan of Operation as
an addendum to the Program and Budget
Summary Statement.

L] * * * *

(e) Training. The State agency shall
institute a continuing training program
for fee agents. Sufficient training shall
be provided to these people prior to
their initial assumption of duties and,
subsequently, on an as-needed basis,
The State agency shall provide sufficient
staff time to ensure that the minimum

training requirements are met.
* * L * *

(n) Issuance services. (1) With the
approval of FNS, coupons may be
mailed on a quarterly or semiannual
basis to certain rural areas of Alaska
when provisions are not available on a
monthly basis. The decision to allow the
distribution of coupons in this manner
will be made on an annual basis,
separate from the determination as to
which areas of Alaska are to be
designated as rural areas. These areas
shall be listed in the State’s Plan of
Operation in the same section as the
rural area designations. The State
agency shall advise households that live
in rural areas where quarterly or
semiannual allotments are authorized.
If, as the result of the issuance of
quarterly or semiannual allotments, food
coupons are overissued or underissued,
the State agency shall process claim
determinations and restore lost benefits.

«{2) The State agency may choose
among a wide variety of issuance
methods to fullfill the issuance service

needs of the low-income pcople in the
State. The methods include, but are not
limited to, the use of contract issuance
agents such as banks, post offices, credit
unions, etc.; government issuance

offices; itinerant issuance offices; mobile

issuance units; and mail issuance. Mail
issuance may be used to comply with
any or all of the requirements specified
below.

(3) Those households comprised of
elderly or disabled members which have
difficulty reaching an issuance office to
obtain their regular monthly allotments
shall be given assistance in obtaining
their coupons. The State agency shall
assist these households by arranging for
the mail issuance of coupons to them, by
assisting them in finding authorized
representatives who can act on their
behalf, or by using other appropriate
means.

PART 273~CERTIFICATION OF
ELIGIBLE HOUSEHOLDS

1.In § 273.2—

{(a) In introductory paragraph (e)[2).
the phrase“as provided in §272.5" is
removed from the second sentence.

(b) In paragraph (f)(1)(v)(B), the word

“only” is removed from the last
sentence.

(c) In paragraph [f)[2), the
introductory paragraph and (f)(2)(ii)(B)
are revised.

(d) Paragraph (f)(3) is revised.

(e) Paragraph (f)(4)(ii) is revised.

(f) Paragraph (f)(5)(ii), ()(6), and

_(D(8)(i)(C) are revised.

(g) In paragraph (i)(4)(i), the fourth
and sixth sentences are revised. The
fifth sentence is removed.

(h) Paragraph (i)(4)(ii) is revised.

The revisions read as follows:

§ 273.2 Appiication processing.
*

* » * *

(f) Verification, * * *

(2) Verification of questionable
information. The State agency shall
verify, prior ‘o certification of the
household, all other factors of eligibility
which the State agency determines are
questionable and affect the household's
eligibility and benefit level. The State
agency shall establish guidelines to be
followed in determining what shall be
considered questionable information.
These guidelines shall not prescribe
verification based on race, religion.
ethnic background, or national origin,
These guidelines shall not target groups
such as migrant farmworkers or
American Indians for more intensive
verification under this provision.
Procedures described below shall apply
when information concerning one of the

following.eligibility requirements is
questionable.
* * * * *

(ii) Citizenship. * * *

{B) The member whose citizenship is
in question shall be ineligible to
participate until proof of U.S. citizenship
is obtained. Until proof of U.S.
citizenship is obtaired, the member
whose citizenship is in question will
have his or her income, less a prorata
share, and all of his or her resources
considered available to any remaining
household members as set forth in
§ 273.11(c).

(3) State agency options. (i) In
addition to the verification required in
paragraphs (f)(1) and (f}{(2) of this
section, the State agency may elect to
mandate verification of any of the other
factors which affect household eligibility
or allotment level. Such verification may
be required State-wide or project -
areawide, but shall not be imposed on a
selective, case-by-case basxs on
particular households.

(A) The State agency may establish its
own standards for the use of '
verification, provided that, at a
minimum, all questionable factors are
verified in accordance with paragraph
(£)(2) of this section and that such
standards do not allow for inadvertent
discrimination. For example, no -
standard may be applied which
prescribes variances in verification
based on race, religion, ethnic
background or national origin, nor may
a State standard target groups such as
migrant farmworkers or American
Indians for more intensive verification
that other households. The options
specified in this paragraph, including
verification resulting from a State's
error-prone profile, shall not apply in -
those offices of the Social Security
Administration (SSA) which, in
accordance with paragraph (k) of this
section, provide for the food stamp
certification of households containing
recipients of Supplemental Security
Income (SSI) and social security
benefits. The State agency, however,
may negotiate with those SSA offices
with regard to mandating verification of
these options.

'(B) If a State agency opts to verify a
deductible expense and obtaining the
verification may delay the households
certification, the State agency shall
advise the household that its eligibility
and benefit level may be determined
without providing a deduction for the
claimed but unverified expense. This
provision also applies to the allowance
of medical expenses as specified in
paragraph (f)(1)(iv) of this section.
Shelter costs would be computed -
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without including the unverified

components. The standard utility

allowance shall be used if the household
is entitled to claim it and has not
verified higher actual costs. If the

expense cannot be verified within 30

days of the date of application, the State

agency shall determine the household's
eligibility and benefit level without
providing a deduction of the unverified
expense, If the household subsequently
provides the missing verification, the

State agency shall redetermine the

household’s benefits, and provide

increased benefits, if any, in accordance

with the timeliness standards in § 273.12

on reported changes. If the expense

could not be verified within the 30-day
processing standard because the State
agency failed to allow the household
sufficient time, as defined in paragraph

{h)(1) of this section, to verify the

expense, the household shall be entitled

to the restoration of benefits retroactive
to the month of application, provided
that the missing verification is supplied
in accordance with paragraph (h)(3) of
this section. If the household's would be
ineligible unless the expense is allowed,
the household’s application shall be
handled as provided in paragraph (h) of
this section.

(ii) Erranpmne profiles. The State
agency may require additional
verification of other eligibility factors as
indicated by error-prone household
profiles developed and based on
statistically representative data derived
from the State agency’s quality control
review, audits, or other special reviews
in accordance with § 275.15(a){2). These
expanded verification requirements
would be applied only to those
particular eligibility factors and/or
households identified as being error-

- prone, and would apply only on a
uniform basis statewide or in one or
more project areas. In addition, if the
State agency's error-prone household -
profiles demonstrate that verification of
particular eligibility factors (other than
gross nonexempt income, declared alien
status, and social security numbers)
mandated under § 273.2(f)(1) is not
needed for particular categories of
households, the State agency may

“appropriately reduce mandatory
verification. The State agency shall not
1mplement verification policies that
result in prohibited discrimination based
on race, rehglon. ethnic group, or
national origin. For example, an error-
prone profile may not be used to target
particular racial minorities, or groups
such as migrant farmworkers or
American Indians, to more intensive
verification than other households.
Error-prone profiles shall be used in a

selective manner in modifying
verification requirements.
(4) Sources of verification.
(ii) Collatéral contacts. A collateral
contact is ‘an oral confirmation of a
household’s circumstances by a person
outside of the household. The collateral
contact may be made either in person or
over the telephone. The State agency
may select a collateral contact if the
household fails to designate one or
designates one which is unacceptable to
the State agency. Examples of
acceptable collateral contacts may
include employers, landlords, social
service agencies, migrant service
agencies, and neighbors of the
household who can be expected to
provide accurate third party verification.
If the State agency designates a
collateral contact, the State agency shall
not make the contact without providing
prior written or oral notice to the
household. At the time of this notice, the
State agency shall inform the honsehold
that it has the following options: {A)
Consent to the contact, (B) provide

* & *

acceptable verification in another form, -

or (C) withdraw its application. If the
household refuses to choose one of
these options, its application shall be
denied in accordance with the normal
procedures for failure to verify
information under paragraph {g)(3) of

this section. Systems of records to which

the State agency has routine access are
not considered collateral contacts and,
therefore, need not be designated by the
household. Examples are the Beneficiary
Data Exchange (BENDEX), the State
Data Exchange (SDX) and records of
another agency where a routine access
agreement exists (such as records from
the State’s unemployment compensation
system). B,

* * * * *

(5) Responsibility for obtaining
verification. * * *

(ii) Whenever documentary evidence
is insufficient to make a firm
determination of eligibility or benefit
level, or cannot be obtained, the State
agency may require a collateral contact
or a home visit. The State agency,
generally, shall rely on the household to
provide the name of any collateral
contact. The household may request
assistance in designating a collateral
contact. The State agency is not
required to use a collateral contact
designated by the household if the
collateral contact cannot be expected to
provide an accurate third-party

verification. When the collateral contact

designated by the household is
unacceptable, the State agency shall
either designate another collateral
contact, ask the household to designate

another collateral contact, or to provide
an alternative form of verification, or
substitute a home visit. The State
agency is responsible for obtaining
verification from acceptable collateral
contacts.

(8} Documentation. Case files must be
documented to support eligibility,
ineligibility, and benefit level
determinations. Documentation shall be
in sufficient detail to permit a reviewer
to determine the reasonableness and
accuracy of the determination.

* * * * *

(8) Verification subsequent to initial
certification. * * *

(i) Recertification.

(C) Other information, changed or
unchanged, may be verified at
recertification. However, any
information which is questionable shall
be verified in accordance with
paragraph (f){2) of this section.
Verification under this paragraph shall
be subject to the same verification
procedures as apply during initial
verification.

* * * * *

* * *®

(i) Expedited Service. * * *

(4) Special procedures for expediting
service. * * *

@p*** Households entitled to
expedited service will be asked to
furnish a social security number for each
person or apply for one for each person
before the first full month of
participation. Those households unable .
to provide the required SSN's or who do
not have one prior to their next issuance
shall be allowed 30 days from the first
day of the first full month of
participation to obtain the SSN, in
accordance with § 273.6(a)(2). * * *

(ii) Once an acceptable collateral
contact has been designated, the State
agency shall promptly contact the
collateral contact, in accordance with
the provisions of paragraph (f)(4)(ii) of
this section. Although the household has
the primary responsibility for providing
other types of verification, the State
agency shall assist the household in
promptly obtaining the necessary
verification.

* * * »* L

§273.3 [Amended)

2. In § 273.3, the phrase “in
accordance with the provisions of
§ 272.5,” is removed from the first
sentence.

3. In § 273.6, remove the following
language in the title of paragraph (b),
18 years and over and children
receiving income.” Paragraph (a},
introductory language of (b)(2), first
sentence of (b)(2)(i), and paragraphs
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(b)(2)(ii), (c), (d) and (e) are revised and
read as follows: .

§ 273.6 Social Security Numbers.

(a) Requirements for participation.
The State agency shall require thata
household participating or applying for
participation in the Food Stamp Program
provide the State agency with the social
security number (SSN) of each
household member or apply for one
before certification, If individuals have
more than one number, all numbers
shall be required. The State agency shall
explain to applicants and participants
that refusal or inability to provide an
SSN will result in disqualification of the
individual for whom an SSN is not
obtained in accordance with paragraph
(c) of this section, The member that has
applied for an SSN shall be allowed to
participate for 30 days from the first day
of the first full month of participation
while awaiting receipt of the SSN.

* * * * *

(b) Obtaining SSN's for food stamp
household members, * * *

(2) For those individuals required to
provide an SSN who do not have one,
the State agency shall act as follows. A
State agency with an enumeration
agreement with SSA shall either require
the individual to apply for an SSN
through the State agency or shall allow

- the individual to choose between
applying through the State agency or at
SSA. A State agency without an
enumeration agreement shall require the
individual to apply for an SSN at SSA.

(i) If an individual applies through the
State agency, the State agency-shall
complete the application for an SSN,

‘Form §8-5. * * *

(ii) If an individual applies at the SSA,
the State agency shall inform the
household where to apply and what
information will be needed. The State
agency shall suggest that the household
member ask for proof of application
from SSA, in the event his or her
application is not processed within the
30 day time period described in
paragraph (a) of this section. SSA
normally uses the Receipt for’
Application for a Social Security
Number, Form SSA-5028, as evidence
that an individual has applied for an
SSN. State agencies may also use their

own documents for this purpose.
* * * * *

(c) Failure to comply. If the State
agency determines that a household
member(s) required to provide an SSN
as a condition of eligibility has refused
to provide it, then the individual without
the SSN shall be ineligible to participate
in the Food Stamp Program. If, at the
end of the 30 day period allowed in

paragraph (a) of this section, the State
agency determines that a household
member required to provide an SSN has
failed without good cause to obtain an
SSN, the individual without the SSN
shall be ineligible to participate. The
disqualification applies to the
individual(s) for which the SSN is not
provided and not to the entire
household. The earned or unearned
income of an individual disqualified
from the household for failure to comply
with this requirement shall be handled
as outlined in § 273.9(b)(3) of these
regulations.

(d) Determining good cause. In
determining if good cause exists for
failure to comply with the requirement
to provide the State agency with an
SSN, the State agency shall consider
information from the household member,
the Social Security Administration and
the State agency (especially if the State
agency was designated to send the SS-5
to SSA and either did not process the
$S-5 or did not process it in a timely
manner). Documentary evidence or
collateral information that the
household has applied for the number or
made every effort to supply SSA with
the necessary information shall be
considered good cause for not
complying timely with this requirement.
If the household member(s) can show
good cause why an SSN has not been
obtained in a timely manner, they shall
be allowed to participate for an
additional 30 days. If the household
member(s) applying for an SSN has been
unable to obtain the documents required
by SSA, the State agency caseworker
should make every effort to assist the
individual(s) in obtaining these
documents.

(e) Ending disqualification. The
household member(s) disqualified may
become eligible upon providing the State
agency with an SSN.

* * ] *

PART 274—ISSUANCE AND USE OF
FOOD COUPONS

1. In § 274.1, paragraph (a) is revised
to reads as follows:

§ 274.1 State agency issuance
reponsibilities.

(a) Basic issuance requirements. Each
State agency is responsible for the
timely and accurate issuance of coupons
to eligible households in accordance
with these regulations. Those
households comprised of elderly or
disabled members which have difficulty
reaching an issuance office to obtain
their regular monthly coupon allotments
shall be given assistance in obtaining
their coupons. State agencies shall assist

these households by arranging for the
mail issuance of coupons to them, by
assisting them in finding authorized
representatives who can act on their
behalf, or by using other appropriate
means. The State level agency shall
establish an issuance and accountability
system which will insure that (1) only
certified households receive benefits; (2)
coupons are accepted, stored, and
protected after delivery to receiving
points within the State; (3) program
benefits are timely distributed in the
correct amounts; and (4) coupon
issuance and reconciliation activities
are properly conducted and accurately
reported to FNS.
* L ] * * *

2. In § 274.2, paragraph (e)(5) is .
revised and reads as follows:

§ 274.2 lissuance systems.
* * - » *

(e) ATP issuance. * * *

{5) The State agency may mail the
ATP to the household or may use an
alternate method of ATP delivery,
except when the ATP is handled as
specified in paragraphs (g} or (h) of this
section. When the ATP is mailed to the
household it shall be mailed in a first
class, nonforwarding envelope. The
State agency may also use certified mail
for ATP delivery, and shall use an
alternate method of ATP delivery for
households which report two losses of
ATP's through the mail within a 6 month
period.

* * * * *

(91 Stat. 958 (7 U.S.C. 2011-2029)}

(Catalog of Federal Domestic Assistance

Program No. 10.551, Food Stamps)
Dated: November 18, 1982.

Robert E. Leard,

Associate Administrator.

{FR Doc. 82-32255 Filed 11-24-82; 8:45 am|

BILLING CODE 3410-30-M

Agricultural Marketing Service

7 CFR Part 907
{Navel Orange Reg. 553]

Navel Oranges Grown in Arizona and
Designated Part of California;
Limitation of Handling

AGENCY: Agricultural Marketing Service,

"USDA.

ACTION: Final rule. .

SUMMARY: This regulation establishes
the quantity of fresh California-Arizona
navel oranges that may be shipped to
market during the period November 26—
December 2, 1982. Such action is needed
to provide for orderly marketing of fresh
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navel granges for-this period due to the
marketing situation confronting the
orange industry.

EFFECTIVE DATE: November 26, 1982.
FOR FURTHER INFORMATION CONTACT:
William J. Doyle, 202-447-5975.

SUPPLEMENTARY INFORMATION:
Findings

This rule has been reviewed under
USDA procedures and Executive Order
12291 and has been designated a “non-
major” rule. The Deputy Administrator,
Agricultural Marketing Service, has
determined that this action will not have
a significant economic impact on a
substantial number of smal} entities.
This action is designed to promote
orderly marketing of the California-
Arizona navel orange crop for the
benefit of producers and will not
substantially affect costs for the directly
regulated handlers.

This regulation is issued under the
marketing agreement, as amended, and
Order No. 907, as amended (7 CFR Part
907), regulating the handling of navel
oranges grown in Arizona and
designated part of California. The
agreement and order are effective under
the Agricultural Marketing Agreement
Act of 1937, as amended (7 U.S.C. 601~
674). This action is based upon the
recommendations and information
submitted by the Navel Orange
Administrative Committee and upon
other available information. It is hereby
found that this action will tend to
effectuate the declared policy of the Act.

This action is consistent with the
marketing policy for 1982-83. The
marketing policy was recommended by
the committee following discussion at a
public meeting on September 21, 1982,
The committee met again publicly on
November 23, 1982, at Los Angeles,
California, to consider the current and
prospective conditions of supply and
demand and recommended a quantity of
navels deemed advisable to be handied
during the specified week. The
committee reports the demand for navel
oranges is weak.

It is further found that it is
impracticable and contrary to the public
interest to give preliminary notice,
engage in public rulemaking, and
postpone the effective date until 30 days
after publication in the Federal Register
(5 U.S.C. 553), because, of insufficient
time between the date when information
became available upon which this
regulation is based and the effective
date necesssary to effectuate the
declared policy of the Act. Interested
persons were given an opportunity to
submit information and views on the
regulation at an open meeting. It is

necessary to effectuate the declared
policy of the Act to make this regulatory
provision effective as specified, and
handlers have been apprised of such
provisions and the effective time.

List of Subjects in 7 CFR Part 907

Marketing agreements and orders,
California, Arizona, Oranges (navel).
1. Section 907.853 is added as follows:

§907.853 Nave) Orange Regulation 553.

The quantities of navel oranges grown
in Arizona and California which may be
handled during the period November 286,
1982, through December 2, 1982, are
established as follows:

(1) District 1: 828,000 cartons;

(2) District 2: Unlimited cartons;

(3) District 3: 72,000 cartons;

(4) District 4: Unlimited cartons.
(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C,
601-674) -

Dated: November 24, 1982,
D. S. Kuryloski,
Acting Director, Fruit and Vegetable
Division, Agricultural Marketing Service
[FR Doc. 82-32618 Filed 11-24-82; 12:02 pm]
BILLING CODE 3410-02-M '

Rural Electrification Administration
7 CFR Part 1701

Public Information; Appendix A—REA
Bulletins

Note.—This document originally appeared
in the Federal Register for Wednesday,
November 24, 1982. It is reprinted in this issue
to meet requirements for publication on the
Tuesday/Friday schedule assigned to the
Rural Electrification Administration.

AGENCY: Rural Electrification
Administration, USDA.

ACTION; Final rule.

' SUMMARY: REA hereby amends

Appendix A—REA Bulletins by revising
REA Bulletin 105-5, “Financial
Forecast—Electric Distribution
Systems.” This revision formalizes
REA'’s acceptance of financial forecasts-
prepared using a standard computer
program in lieu of manually prepared
forecasts. The computer program’s
design has been tested extensively and
found acceptable by both REA and its
borrowers. Use of the computerized
forecast reduces the burden of work
required both of applicants in preparing
and revising their forecasts, and that of
REA field staff members who assist the
applicants, and those who review the
completed forecasts as part of the loan
making process. The financial forecast,
formally adopted by the applicant’s
board of directors, presents their

financial plans, indicates their loan
needs, and demonstrates loan feasibility
to REA and other lenders. It also serves
as a long-range planning tool in the
management of these rural electric
utilities.

EFFECTIVE DATE: October 8, 1982.

FOR FURTHER INFORMATION CONTACT:
Charles R. Weaver, Director, Electric
Loans and Management Division, Rural
Electrification Administration, Room
3342, South Building, U.S. Department of
Agriculture, Washington, D.C. 20250,
telephone (202} 382~-1900. The Final
Regulatory Impact Statement describing
the options considered in developing the
final rule and the impact of
implementing each option is available
on request from the above-named -
individual.

SUPPLEMENTARY INFORMATION:
Paperwork Reduction Act

Information collection and
recordkeeping requirements contained
in this regulation have been approved

. by the Office of Management and

Budget under the provisions of 44 U.S.C.
Chapter 35 and have been assigned"
OMB No. 0572-0072.

REA regulations are issued pursuant
to the Rural Electrification Act as
amended (7 U.S.C. 901 et seq.). This final
action has been reviewed in accordance
with Executive Order 12291, Federal
Regulation. This action will not (1) have
an annual effect on the economy of $100
million or more; (2) result in a major
increase in costs or prices for
consumers, individual industries,
Federal, State or local government
agencies, or geographic regions; or {3)
result in significant adverse effects on
competition, employment, investment or
productivity and therefore has been
determined to be “not major.” This
action does not fall within the scope of
the Regulatory Flexibility Act and is not
subject to OMB Circular A-95 review.
This program is listed in the Catalog of
Federal Domestic Assistance as 10.850—
Rural Electrification Loans and Loan

" Guarantees.

Background—The prior revision of
this bulletin was November 26, 1973.
REA has a'continuing need to assess
borrower loan fund requirements and
their financial feasibility. This
formalized document submitted to REA
in support of loans helps to assute REA
that each borrower is committed to a
reasonable, prudent plan that will allow
it to achieve REA program objectives

- and repay its REA loan as agreed. While

there are many factors influencing the
quality of forecasting done by
borrowers, the automated system
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contributes to the quality of forecasts by
eliminating mathematical errors as well
as by making it easier for managers to
keep their forecasts current. These
benefits should be permanent. REA
considered options:

1. Continue to require that all
forecasts be prepared using the
Standard REA Forms 325 a-k. This was
considered an unnecessary and
frivolous requirement putting an undue
burden on the applicant when a
computer prepared equivalent is
available.

2. Another option would be for REA to
prepare its own forecast for loan
purposes. This would add workload to
REA's field staff and duplicate efforts
borrowers would carry on for their own
internal financial management planning.

A Notice of Proposed Rulemaking was
published in the Federal Register on
November 20, 1981, Volume 46, Number
224, page 57057. However, no public
comments were received in response to’
the notice. -

List of Subjects in 7 CFR Part 1701
Administrative practice and

procedure, Electric utilities, Loan
programs—energy.

PART 1701—{AMENDED]

7 CFR Part 1701, Appendix A—REA
Bulletins, is hereby amended by revising
REA Bulletin 105-5, “Financial

_Forecast—Electric Distribution System.”

Dated: October 8, 1982.

Jack Van Mark,

Acting Administrator.

[FR Doc. 82~32091 Filed 11-23-82; 8:45 am)
BILLING CODE 3410-15-M

Animal and Plant Health Inspection
Service

9 CFR Part 51
[Docket 82-061]

Animals Destroyed Because of
Bruceilosis; Interim Rule

AGENCY: Animal and Plant Health
Inspection Service, USDA,

ACTION: Interim rule.

SUMMARY: This document amends the
regulations governing the payment of
indemnity for animals destroyed
because of burcellosis. This action is -
needed to ensure that owners of
affected bison herds who participated in
the brucellosis eradication program will
not suffer disproportionate losses
compared to owners of affected cattle
herds and to ensure that adequate
indemnity, within budgetary constraints,

is paid without endangering the
effectiveness of the brucellosis
eradication program. The intended
effect of this action is to gain the
cooperation of the bison herd owners by
establishing an indemnity program for
bison affected with or exposed to
burcellosis. This action is also intended
to eliminate overcompensation of cattle
owners by returning to a flat rate
indemnity system, thereby encouraging
cattle owners to rid their herds of
brucellosis.

DATES: Effective November 26, 1982,
Comments must be received on or
before January 25, 1983.

ADDRESS: Comments to Deputy
Administrator, VS, APHIS, USDA,
Federal Building, Room 805, 6505
Belcrest Road, Hyattsville, MD 20782,
301-436-5961.

FOR FURTHER INFORMATION CONTACT:
Dr. A. D. Robb. VS. APHIS, USDA,
Federal Building, Room 805, Hyattsville,
MD 20782, 301-436-5961.
SUPPLEMENTARY INFORMATION:

Executive Order 12291

This interim rule has been reviewed in
conformance with Executive Order
12291 and has been determined not to be
a “major rule” as defined in E. O. 12291,
Based on information compiled by the
Department, it has been determined that
this action will have an annual effect on
the economy of less than one hundred
million dollars; will not cause a major
increase in costs or prices for
consumers, individual industries,
Federal, State or local government
agencies, or geographic regions; will not
have a significant adverse effect on
competition, employment or investment,
productivity, innovation, or the ability of
United States-based enterprises to
compete with foreign-based enterprises
in domestic or export markets.

Emergency Justification

Dr. Billy G. Johnson, Acting Director,
National Brucellosis Eradication

"Program, Veterinary Services, Animal

and Plant Health Inspection Service
(APHIS). has determined that an
emergency situation exists which
warrants publication of this interim rule
without opportunity for public comment
at this time. Based on administration
proposals and Congressional action to
date, it is anticipated that funds
available for Brucellosis eradication in
FY 83 will be cut. In addition, the interim
rule is needed in order to halt the
current overly high outlay of
appropriated funds via indemnity
payments which generally.
overcompensate owners of affected
cattle. This high outlay of funds

endangers the success of the brucellosis
eradication program, which must rely on
these same monies. This is.because both
indemnity and other funds for the
brucellosis program are one
appropriation, and therefore, overly high
expenditures for one purpose takes
money needed by other parts of the
program.

In addition, affected bison not
currently eligible for indemnity, are
creating an increasing threat to the
health of cattle herds in States which
could otherwise qualify for Class Free
status. This situation needs to be
alleviated as soon as possible by
allowing the payment of indemnity for
bison, thereby encouraging the
elimination of these reactor bison as a
disease source.

Finally, as bison are being mcluded in
the indemnity program, provisions must
be made to identify them, as cattle are
identified, so that proper records can be
kept to support indemnity payments.
These provisions are needed as soon as
possible to allow bison indemnity
payments to begin.

In addition, a provision to prohibit-
indemnity payments unless all reactors
in the herd are removed is required
immediately to halt the expenditure of
funds when it does not further the -

_success of the brucellosis eradication

program. At present, some claims are
made for animals from herds which still
contain reactors, which can spread
disease. Therefore, the payment of these
claims serves no useful purpose to the
program.

For all of these reasons any delay in
the implementation of this interim rule
will severely undermine producer
cooperation in the National Cooperative
State-Federal Brucellosis Eradication
Program and impair its effectiveness.

Therefore, pursuant to the
administrative procedure provisions in 5
U.S.C. 553, it is found upon good cause
that notice and other public procedure
with respect to this emergency interim
action is impracticable, unnecessary and
contrary to the public interest, and good
cause is found for making this ]
emergency interim action effective less
than 30 days after publication of this
document in the Federal Register.
Comments have been solicited for 60
days after publication of this document,
and this emergency interim action is
scheduled for review so that a final
document discussing comments received
and any amendments required can be
published in the Federal Register as
soon as possible.

N
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Certification Under the Regulatory
Flexibility Act

Dr. Harry C. Mussman, Administrator
of the Animal and Plant Health
Inspection Service, has determined that
this action will not have a significant
economic impact on a substantial
number of small entities. This is because
the bison herds comprise less than 0.01
percent of livestock herds in the United
States, that is, an estimated 500 to 1,000
herds and less than 10 percent of those
herds are affected with brucellosis.
Also, the change from indemnity rates
that vary with the market to a flat rate
will affect less than one percent of the
cattle herds in the United States, that is,
an estimated 15,000 cattle herds from
which animals are removed and
destroyed because of brucellosis of
those herds. Only an estimated 1
percent, or 150, would be depopulated in
- any given year. The other 99 percent of
cattle herds would only be affected in
that individual reactors would be
destroyed.

In accordance with the Paperwork
Reduction Act of 1980, {44 U.S.C. 3507),
the reporting or recordkeeping
provisions that are included in this
interim rule has been submitted for
approval to the Office of Management
and Budget (OMB). They are not
effective until OMB approval has been
obtained. :

Background Information

Brucellosis is a contagious, infectious, *

and’communicable disease which
affects animals and man. It is caused by
bacteria of the genus Brucella. A
National Cooperative State-Federal
Brucellosis Eradication Program to
eliminate brucellosis from cattle, bison,
and swine in the United States is being
carried out in each of the various States.
Tools being used to eradicate
brucellosis in various States are as
follows: Testing of cattle, bison, and
swine herds for brucellosis;
identification and destruction by
slaughter of infected and exposed
animals; and the payment of indemnities
to owners of cattle and swine destroyed
because of brucellosis pursuant to the
regulations in 9 CFR Part 51.

In the last decade raising bison as a
domestic animal has grown from being
merely the hobby of a few ranchers
keeping a few head of bison on small
acreage, to being a business. Reliable
data is not available on the number of
bison farms. However, estimates range
from 500 to 1,000 herds in the United
States.

One major problem in the bison
business is that suppliers of breeding
bison have themselves had brucellosis

affected herds. As any animal from an
affected herd may spread the disease t6
its new herd, sales of breeding stock
have created new brucellosis affected
bison herds. As with cattle and swine
herds affected with brucellosis, the
cooperation of the herd owner is
essential to eradicate brucellosis in the
herd. The bison herd owner is currently
discriminated against when he is
required to follow the same disease
eradication procedures as cattle and
swine herd owners, but is not paid
indemnity, which would partially
reimburse him for the breeding animals
slaughtered as brucellosis affected and
provide an incentive for prompt removal
of diseased bison from the herd.

Indemnity is primarily paid to an
owner of affected animals to encourage
the herd owner to cooperate in the
timely removal of infected animals from-
his herd or in the case of herd
depopulation, to remove a foci of
infection in an otherwise clean area and
thereby prevent transmission of
brucellosis to nearby susceptible herds.

In 1980 and 1981 brucellosis indemnity
regulations were changed to calculate
an indemnity that varies with the
market values for slaughter and
replacement. This was accomplished by
amending Part 51 on June 27, 1980, (45
FR 43678); February 23, 1981, (46 FR
13673); and October 16, 1981, (48 FR
50930). These amendments changed
brucellosis indemnity payments from
being payments merely for timely
removal of a diseased animal to a way
to aid the herd owner in replacing his
diseased animals with disease free
animals.

Numerous problems have plagued the
brucellosis indemnity program since
June 27, 1980. For example, reliable data
on replacement values for all except
dairy cattle was not developed as
expected. Also, overcompensation
unavoidably occurred in some locations
making it profitable for herd owners to
maintain the disease in the herd.
Comments have been received from
Federal officials and State officials from
a number of States, and numerous
industry officials expressing concern
with overpayments. They have
requested a flat rate system be
reinstituted for all classes of cattle. Two
States have already requested that

‘indemnity payments in their States be

made at flat rates similar to those being
promulgated by this document.
Eradication of brucellosis is the goal of
the program. However, the financial
incentive to induce individual herd
owners to be disease free has caused an
intolerable drain on appropriated funds,
to the point where the true goal of the

program—eradication—is being
jeopardized. _

To correct these problems in the
indemnity program, the Department is
reestablishing flat rates for brucellosis
indemnity. Assessment of livestock
values indicates that reinstitution of the
rates in effect prior to June 27, 1980, with
two exceptions, would be adequate to
encourage timely removal of infected
and exposed cattle and bison. One
exception is the nonregistered dairy
cow. Values of these animals rose
rapidly in 1978 and 1979, but rates in
effect in 1980 reflected values of 1977.
Therefore, nonregistered dairy cattle
indemnity would be raised to $250 from
$150. Values have stabilized during 1980,
1981, and 1982, and the indications are
that $250 would provide the necessary
incentive for timely removal of affected
nonregistered dairy cattle.

Although the role in the transmission
of brucellosis of the exposed female calf
under 6 months of age nursed by a
reactor dam is not fully demonstrated,
sufficient knowledge does exist to
indicate that voluntary removal for
slaughter is a worthwhile goal.
Therefore, the present flat rate of $50,
which has worked better than the 1980
rate of $25, is retained for such calves.

Analysis of Alternatives

Two primary goals are the function of
this action: {1) Adding bison to the
species of animals eligible for
brucellosis indemnity payments; and (2)
establishing a rate systeni for indemnity
payments which will encourage herd
owners to'rid their herds of brucellosis,
without financially endangering the
brucellosis eradication program.

Two options to Goal 1 were
considered:

A. Leave the regulations as they are,
applicable only to cattle and swine;

B. Add bison at a flat rate per head
indemnity.

Option A was not selected since it is
not responsive to the problem of
inequitable treatment of the bison
industry-vis-a-vis the cattle industry,
which has arisen since raising bison has
expanded and developed from primarily
hobby operations to big business.

Option B was selected since
preliminary studies reveal that the
difference between slaughter value and
breeding value in bison is similar to the
difference between those values in
nonregistered beef cattle. Therefore, the
same flat rate indemnity can be
expected to provide the same incentive
for timely removal of affected bison.

Several options to Goal 2 were also
considered:
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A. Leave the regulations as they are
without changes;

B. Reestablish flat rate indemnity with
the intent of encouraging cooperation
and the timely removal of affected
cattle.

Option A was not selected since the
problems would only worsen with time.

Option B was selected since
conservation of appropriated funds is
imperative in order not to jeopardize the
effectiveness of the brucellosis
eradication program and since the flat
rate system worked well for many years
prior to 1980.

Cost-Benefit Analysis

Brucellosis in cattle and bison is
caused by infection of these species by
Brucella abortus. Brucellosis in swine is
caused by Brucella suis. Brucellosis in
goats is caused by Brucella melitensus:
All three organisms cause brucellosis in
humans. All are capable, under certain
conditions, of transmission to the other
species. Brucella melitensus is no longer
present in the United States. To
eliminate the health and economic
ravages of brucellosis from the United
States of America, Brucella abortus and
Brucella suis must also be eliminated.

The economic impact for the livestock
owner may approach 20-40 percent loss
of productivity in affected herds. Milk
production in dairy herds is reduced.
The reproductive cycle in an affected
animal can be lengthened by 25 percent,
resulting in fewer calves. Spontaneous

abortions also increase, again resulting

in fewer calves. Calves which are born
are weak and stunted. Finally 10-15
percent of affected animals may be
rendered permanently sterile. The
incidence of brucellosis in humans is
now very low and found primarily in
farm workers, slaughterhouse workers,
and Cooperative State-Federal
Brucellosis Program workers. However,
brucellosis in affected humans is a
debilitating disease. In a few cases
brucellosis becomes chronic,
progressing from onset as a severe flu-
like disease to recurring malarial-like
disease, eventually leading to arthritis,
heart value disease, and, in some
individuals, severe depression. Because
it mimics so many other diseases,
diagnosis is often missed.

An eradication program by USDA in
cooperation with the States is in
operation to eliminate both B, abortus
and B. suis. The recent growth in raising
bison as domesticated animals has
raised an economic problem not
heretofore recognized. Bison owners are
required to follow the same procedures

to eliminate brucellosis from their herds

as are cattle owners. Yet under the
present regulations governing payment

of indemnity, bison owners cannot claim
indemnity, as can cattle and swine -
owners, and this causes them to suffer
unfair economic losses.

There are definite benefits to
including bison in the indemnity
program. Without bison indemnity, there
is no incentive for reactors to be
disposed of in a timely manner. This
results in increased chances of exposure
to infection for domestic cattle. The
availability of indemnity would
encourage herd owners to destroy
infected animals. In addition, the
greatest numbers of domestic bison are
in States having zero infection or less
than 2.5 infected herds per 1,000 and
where the transmission or brucellosis to
domestic cattle can be expected to
result in herd depopulation with
indemnity. Indemnity payments for only
200 nonregistered beef animals would
equal the total maximum expected cost
for bison indemnity for 1 year.
Indemnity paid for even fewer numbers
of dairy or registered cattle would equal
this cost level. In addition, the bison
problem would continue to exist with no
chance of relief.

The cost of adding bison to the
indemnity section of the cooperative
program would be small. Based on
statistics concerning bison found
infected during Fiscal Years 1980 and
1981, it is anticipated that owners of
only 200 bison would need to be
indemnified per year. At the rate of $50,
the cost would be $10,000.

To summarize, the annual cost of the
proposed bison indemnity program is
estimated at $10,000 per ‘annum. The
benefits would be reduced need for
cattle indemnity, reduced exposure to
brucellosis by cattle and humans, and
an advance in eliminating brucellosis as
an economic and public health threat.

To reestablish flat rate indemnity for
cattle would result in tangible savings to
the program. The estimated savings for
nonregistered beef cattle annually is $1%
million. Nonregistered dairy cattle
indemnity is estimated to be $2 million
less. An additional savings would come
from indemnity for registered cattle at
an estimated $2% million. Total
estimated savings is $6 million.
Intangible benefits would be a renewed
incentive in some sections of the
country for herd owners to rid their
herds of infection by not only timely
removal of reactors, but by following
other management practices known to
aid in eliminating the disease from

. herds. These are the sections where
overcompensation occurs under the
current regulations, thereby
discouraging herd owners from freeing
their herds of brucellosis. These
intangible benefits would have cost

reduction benefits as well, as fewer
reactors would have to be indemnified
and herds would be freed of the disease
sooner, thereby reducing testing
expenses.

Regulations

The title of Part 51 which currently
reads “Cattle Destroyed Because of
Brucellosis”, is amended to change the
word “cattle” to “animals.” Not only
does Part 51 already have provisions for
indemnifying swine as well as cattle, but
this document adds *bison.”

Part 51 deletes, along with all
references to it, footnote 2, which refers
to average fair market replacement
values. Any reference to such values is
removed. Footnote 3 is renumbered 2,
along with all references to it, and is
amended to remove references to
sections within Part 51 which are
removed by this interim rule. In
addition, footnotes 4 through 7, and all
references to them, are renumbered 3
through 6 respectively.

Section 51.1(n), *Herd Depopulation”
is amended to clarify wording, to add
“or bison" after the word “cattle” to
reflect the intent to include bison herds
as eligible for “herd depopulation,” and
to state clearly that nonpregnant heifers
may be disposed of to quarantined
feedlots without indemnity in lieu of
“immediate slaughter.” Such heifers are
sometimes more valuable for feedlot
purposes than for slaughter purposes.
Permitting such movement brings more
money to the owner, reduces overall
indemnity for the Department, and at
the same time empties the farm of all
cattle. Quarantined feedlot cattle must
all be slaughtered on leaving the
quarantined feedlot so the risk of
exposure from these heifers is extremely
remote. Such disposal therefore benefits
both the owner and the Department
while at the same time advances the
eradication program.

Section 51.1(u) “Herd Known to be
Affected”, is amended to make it clear
that a “herd known to be affected” is a
herd which has had a brucellosis reactor
and which is still quarantined by the
State. The finding of a reactor makes the
herd a “herd known to be affected”.
Program standards require the State to
quarantine such a herd. The designation
as a “herd known to be affected”
continues until the herd qualifies for and
is released from quarantine by the State
animal health official.

Section 51.1{v} “Animals”, is amended
to include bison. This is needed to
account for the fact that bison are being
added to the indemnity program.

Current § 51.1(cc), “average fair
market replacement value”, (dd)

~
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“average fair market slaughter value”,
and (ee) “actual salvage value” are
removed as they are not needed under
the flat rate indemnity procedures. Also,
paragraph (ff) is renumbered (cc).

In § 51.3, “Payment to owners for
animals destroyed”, § 51.3(a), is
amended to reestablish language and
rates used prior to June 27, 1980, with
the exception of increasing to $250 the
rate for nonregistered dairy cattle,
increasing to $50 the rate for exposed
female calves, and making bison eligible
for indemnity. The need for this
amendment to Part 51 was discussed
previously in this supplementary

_information section.

‘In § 51.5, “Identification of Animals to
be destroyed because of brucellosis,”
subsection (b) is amended to insert “and
bison” following the word “cattle”
wherever it appears. Bison are required
to be identified in the same manner as
cattle. Section 51.5(a) refers to the time
limit for identification of animals.
Section 51.5(a) is amended by adding a
provision for the Deputy Administrator
to extend the time limit when Acts of
God prevent or delay identification. This
would be consistent with § 51.6, which
already allows for such a time extension
in the case of Acts of God which prevent
or delay slaughter or destruction of
animals. Finally, § 51.5 is amended to
provide that official seals applied to
vehicles transporting exposed animals
from herds scheduled for depopulation
to slaughter, may only be removed by a
Veterinary Services representative,
State representative, accredited
veterinarian, or by other persons
authorized for this purpose by a
Veterinary Services representative. This
precludes tampering with such
shipments and possible spread of
brucellosis.

Section 51.8, “Destruction of Animals;
time limit for destruction of animals”, is
amended to add a subsection (b) for
‘bison. Current subsections (b) and {c)
are redesignated (c) and (d),
respectively. Bison are frequently
slaughtered in small custom slaughtering
establishments not subject to Federal or
State inspection. It is not intended by
this action to require slaughtering
procedures which are not normal to the
domestic bison producing industry. The
amendment would recognize usual
slaughtering methods by providing that
bison can be sold under permit to a
State or Federal slaughtering
establishment approved by the Deputy
Administrator for the purpose, or sold to
a stockyard approved by the Deputy
Administrator for sale to such a
slaughter establishment, or that the
Deputy Administrator may approve such

AY
other bison slaughtering establishments
as may be deemed necessary.

Sections 51.7 and 51.8 are removed as
they are no longer necessary with flat
rate indemnity. As stated in present
footnote 3, which is renumbered 2, the
maximum rate of indemnity would be
paid for all animals as long as funds are
available, the State or area is not under

- Federal quarantine, the State requests

payment of Federal indemnity, and the
State does not request a lower rate.
Sections 51.9, 51.10, 51.11 and 51.12 are
redesignated as §§ 51.7, 51.8, 51.9, and
51.10, respectively. New section § 51.7
does contain some important guidelines
for determining eligibility for registered
idemnity, and pertinent wording is
added to the new § 51.7 “claims for
indemnity”as a new subsection (b). The
current wording is designated as

§ 51.7(a).

Section 51.9, “Claims not allowed", is
amended to add a new subsection (g), to
provide that no claims will be paid if .
any known reactors remain in the herd.
This condition is designed to halt the
occurrence of herd owners destroying
only some of their reactors, leaving the
others in the herd, where they pose a
continuing threat of infection. This
practice defeats the purpose of the
entire brucellosis eradication program,
and of the indemnity program
specifically. Therefore, APHIS believes
it must be stopped.

List of Subjects in 8 CFR Part 51

Animal diseases, Bison, Indemnity
Payments, Brucellosis.

For the reasons set forth in the
preamble, Part 51, title 9, code of Federal
Regulations is amended as follows:

1. The title is amended to read:

PART 51—ANIMALS DESTROYED
BECAUSE OF BRUCELLOSIS

2.In § 51.1, footnote 2, and all
references to it, and paragraphs (cc),
(dd), and (ee) are removed; paragraph
(ff) is renumbered (cc); and paragraphs
(n), (u), and (v) are revised to read as .
follows:

§ 51.1 Definitlons.

® * * * *

(n) Herd Depopulation. Removal by
slaughter or other means of destruction
of all cattle, bison, or swine in a herd or
from a specific premises or under
common ownership prior to restocking
such premises with new animals, except
that steers and spayed heifers or
barrows and gilts maintained for feeding
purposes may be retained on the
premises if the Veterinarian in Charge
finds such retention to be compatible
with eradication efforts. The

Veterinarian in Charge may also permit
removal of nonpregnant heifers, without
payment of indemnity, to Quarantined
Feedlots in lieu of immediate slaughter.

* * * * *

(u) Herd known to be affected. Any
herd in which any animal has been
classified as a brucellosis reactor and
which has not been released from

quarantine,’
* * * * *

(v) Animals. Cattle, bison, and
breeding swine.
" 3. Footnotes 3, 4, and 5, are
srenumbered footnotes 2, 3, and 4,
respectively; all references to footnctes
3,4, and 5 are amended to refer to
footnotes 2, and 3, and 4, respectively
and new footnote 2 is revised to read as
follows: .

2The Deputy Administrator shall authorize
payment of federal indemnity by the
Deparyment at the applicable maximum per
head rate in § 51.3: (a) As long as sufficient .
funds appropriated by Congress appear to be
available for this purpose for the remainder
of the fiscal year; (b) In States or areas not
under federal quarantine; {c) In States
requesting payment of federal indemnity; and
(d) In States not requesting a lower rate.

4. Section 51.3(a) is revised to read as
follows:

§51.3 Payment to owners for animals
destroyed.

" {a) Cattle and bison. The Deputy
Administrator may authorize 2 the
payment of federal indemnity by the
Department to any owner whose cattle
or bison are destroyed as affected with
brucellosis.

(1) Brucellosis reactor cattle and
bison. The Deputy Administrator may
authorize 2 the payment of Federal
indemnity by the Department.to owners
whose cattle or bison are destroyed as
brucellosis reactors. The indemnity shall
not exceed $250 for any registered cattle
or $50 for any nonregistered cattle or
bison, except that, for nonregistered
dairy cattle the indemnity shall not
exceed $250, and except that in Alaska,
Hawaii, Puerto Rico, and the Virgin
Islands indemnity shall not exceed $250
for any registered cattle or $150 for any
nonregistered cattle or bison, except
that, for nonregistered dairy cattle the
indemnity shall not exceed $250. Prior to
payment of indemnity, proof of
destruction 3shall be furnished to the
veterinarian in charge.

(2} Herd depopulation. The Deputy
Administrator may authorize 2 the
payment of Federal Indemnity by the
Department to any owner whose herd of
cattle or bison is destroyed because of
brucellosis. The indemnity shall not
exceed $250 for any registered cattle or
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$50 for any nonregistered cattle or bison,.

except that, for nonregistered dairy
cattle the indemnity shall not exceed
$250, and except that, in Alaska,
Hawaii, Puerto Rico, and the Virgin
Islands indemnity shall not exceed $250
for any registered cattle or $150 for any
nonregistered cattle or bison, except
that, for nonregistered dairy cattle, the
indemnity shall not exceed $250. '
Indemnity payment shall only be made
for brucellosis-exposed cattle and bison
or for cattle and bison from a herd
known to be affected, and only when
the Deputy Administrator determines
that the destruction of all cattle and
bison in the herd will contrib;ute to the
brucellosis eradication program. Prior to
payment of indemnity, proof of
.destruction ® shall be furnished to the
veterinarian in charge. Indemnity will be
paid for reactor animals in accordance
with § 51.3(a)(1).

(3) Exposed female calves. The
Deputy Administrator may authorize 2
the payment of Federal indemnity to any
owner whose exposed female calf or
calves are destroyed because of
brucellosis. The indemnity for such
animals shall not exceed $50 per head.
Indemnity payments shall be made only
for exposed female calves and only
when the Deputy Administrator
determines that the destruction of such
calves will contribute to the brucellosis
eradication program. Prior to payment of
indemnity, proof of destruction shall be

furnished to the veterinarian in charge.
* * * * *

5. Section 51.5 (a) and (b) are revised
to read as follows:

§51.5 Identification of animals to be
destroyed because of brucellosis.

(a) The claimant shall be responsible
for insuring that any animal for which
indemnity is claimed shall be identified
in accordance with the provisions of this
section within 15 days after having been
classified as a reactor or for any other

_animal subject to this part within 15
days after having been condemned. The
veterinarian in charge may extend the
time limit to 30 days when a request for
such extension is received by him prior
to the expiration date of the original 16
day period allowed, and when he
determines that the extension will not
adversely affect the brucellosis
eradication program; and except further,
that the Deputy Administrator shall
upon request in specific cases, extend
the time limit beyond the 30-day period
when unusual or unforeseen
circumstances occur which prevent or
hinder the identification of the animals
within the 30-day period, such as, but
not limited to, floods, storms, or other
Acts of God which are beyond the

control of the owner, or when
identification is delayed due to
requirements of another Federal
Agency.

. (b) Cattle and bison shall be identified
by branding the letter “B” on the left jaw
not less than 2 nor more than 3 inches
high and by tagging with an approved
metal tag bearing a serial number and
description “U.S. Reactor” ar a similar
State reactor tag suitably attached to the
left ear of each animal: Provided,
However, That in lieu of branding with
the letter “B” and tagging with an
approved metal tag, reactors and
exposed cattle and bison in herds
scheduled for herd depopulation, may
be identified by USDA approved
backtags and either accompanied
directly to slaughter by a Veterinary
Services or State representative or
moved directly to slaughter in vehicles
closed with official seals. Such official
seals may only be removed by a
Veterinary Services representative,
State representative, accredited
veterinarian, or by other persqns

" authorized for this purpose by a

Veterinary Services representative.
* L 4 * * *

6. In § 51.6, footnotes 6 and 7 are
renumbered 5 and 6, respectively, and
all reference to footnotes 6 and 7 are
changed to references to footnotes 5 and
8,.respectively; and § 51.8 is amended to
redesignate and renumber paragraphs
(b) and (c) as (c) and (d) respectively;
and to add a new paragraph (b) to read
as follows:

§51.6 Destruction of animals; time limit
for destruction of animals.

(b) Bison. The claimant shall be
responsible for insuring that bison
subject to this part shall be sold under
permit to a State or Federal slaughtering
establishment approved by the Deputy
Administrator for this purpose or to a
stockyard approved by the Deputy
Admin:strator for sale to such a
slaughtering establishment, Provided,
However, That the Deputy
Administrator may approve such other
bison slaughtering establishments as
may be deemed necessary to accomplish
destruction of bison subject to this part.

* * »* * *

§§51.7and 51.8 [Removed]

§§ 51.9, 51.10, 51.11,51.12 [Redesignated
as §§ 51.7, 61.8, 51.9, and 51.10]

7. Sections 51.7 and 51.8 are removed
from Part 51. Sections 51.9, 51.10, 51.11
and 51.12 are amended by redesignating
them as §§ 51.7, 51.8, 51.9, and 51.10,
respectively.

w * * * *

8. New § 51.7 is amended by
redesignating the text as paragraph (a)
and adding a new paragraph (b) to read
as follows:

§51.7 Claims for indemnity.

* L * * »

(b) Cattle presented as registered
shall be accompanied by their
registration papers issued in the name of
or transferred by the registered breed
association to the name of the owner or
shall be paid for as nonregistered cattle:
Provided, however, That if the
registration papers are not available
because they have been sent to.an
association for transfer of ownership or
if the cattle are less than 1 year old and
unregistered, the Veterinarian in Charge
may grant a reasonable time of not more
than 30 days for the presentation of their
registration papers: Except that the -
Deputy Administrator may extend the
period an additional 30 days upon.
receipt of a request from the owner
within the original 30-day period, when
the owner can show to the satisfaction
of the Deputy Administrator that the
inability to produce the certificate
within such 30-day period is due to
circumstances beyond the owner’'s
control,

* * * * *

9. New § 51.9 is amended by revising
paragraphs (c) and (e); and by adding a
new paragraph (h) to read as follows:

§51.9 Clalms not allowed. .

L ] * * * *

(c) If all cattle, bison, and swine
eligible for testing in the claimant's herd
have not been tested for brucellosis
under Veterinary Services or State
supervision.

~ (e) If the animals are classified as
reactors and are unofficial vaccinates,
unless there is either a record of a
negative official test made not less than
30 days following the date of unofficial
vaccination or unless other Veterinary
Services approved tests show the
unofficial vaccinates are affected with

virulent Brucella.
] * L 3 * L ]

(h} If any known reactors remain in
the herd.

(Secs. 3, 4, 5, 11, and 13, 23 Stat. 32, as
amended; secs. 1 and 2, 32 Stat. 791-792, as
amended; sec. 3, 38 Stat. 1265, as amended;
sec. 3, 76 Stat. 130 (21 U.S.C. 111-113, 114,
114a-1, 120, 121, 125, 134b) 37 FR 28464, 28477;
88 FR 19141}

All written submissions made
pursuant to this interim rule will be
made available for public ingpection at
the Federal Building, 8505 Belcrest Road,
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Room 805, Hyattsville, Maryland, during

regular hours of business (8 a.m. to 4:30

p.m., Monday to Friday, except

holidays) in a manneér convenient to the

public business (7 CFR 1.27(b}). -
Comments submitted should bear a

reference to the date and page number

of this issue in the Federal Register.
Done at Washington, D.C. this 23rd day of

November 1982.

J. K. Atwell,

Deputy Administrator, Veterinary Services.

{FR Doc. 82-32498 Filed 11-24-82; 8:45 am]

BILLING CODE 3410-34-M

NATIONAL CREDIT UNION
ADMINISTRATION

12CFR Ch. Vi

Examination for Compliance With
State Unclaimed Property Laws;
Interpretive Ruling and Policy
Statement

AGENCY: National Credit Union
Administration (NCUA}.

ACTION: Final Interpretive Ruling and
Policy Statement (IRPS) 82—4.

SUMMARY: This interpretive Ruling and
Policy Statement designates certain
state authorities to conduct inspections
of Federal credit union records to
determine compliance with state
unclaimed property laws when there is
‘reasonable cause to believe that a
Federal credit union has not complied
with such laws. It also sets forth the
NCUA's position on enforcement
jurisdiction and fees for inspections.

- EFFECTIVE DATE: November 26, 1982.
ADDRESS: National Credit Union
Administration, 1776 G Street, NW,,
Washington, D.C. 20456.

FOR FURTHER INFORMATION CONTACT:
James J. Engel, Assistant General -
Counsel, Department of Legal Services,
at the above address. Telephone (202)
357-1030.

SUPPLEMENTARY INFORMATION: At its
June 16; 1982, meeting, the NCUA Board
issued for public comment a proposed
Interpretive Ruling and Policy Statement
(IRPS) regarding state examination of
Federal credit union (FCU) records for
purposes of determining compliance
with state unclaimed property laws. (47
FR 26842, June 22, 1982.) The proposed
IRPS designated those state agencies
authorized under state law to conduct
unclaimed property inspections as
representatives of the NCUA Board for
purposes of determining compliance
with those laws. In addition, the NCUA
Board set forth its position that
enforcement of those laws remains
exclusively within the jurisdiction of the

Board, and that FCU’s were not subject
to the imposition of fees by the state for
the inspection.

Twenty-four comments were
submitted: 19 from FCUs, 4 from trade
associations, and 1 from a state
department of revenue. (One state
agency submitted a copy of its
unclaimed property reporting form but
did not comment on the proposed IRPS.)
Of the 24 comments, 20 opposed the
proposal and 4 were generally
supportive.

Analysis of Comments
1. Designation of State Agencies

The overall objection to the IRPS was
that no state should have the authority
to examine an FCU's records. While
some commenters objected to state
examinations strictly as a matter of
principle, most felt that IRPS would
have a precedential effect that would
lead to examinations by numerous other
state agencies. Once one state agency
was allowed access to FCU records,
states would be encouraged to claim
authority to conduct other types of
compliance examinations and any
argument as to NCUA's exclusive

examination power would be weakened.

In addition to a claim that the door
would be open for other examinations,
several commenters expressed concern
that the state would engage in fishing
expeditions and would impose
additional operational burdens on
FCU's, e.g., FCU staff time, because
state examiners may not be familiar
with a credit union’s operations. Other
commenters considered the action
contrary to the dual chartering concept
and/or a relegation by the NCUA Board
of its responsibility and authority. Two
commenters recognized the authority of
the Board to designate any person to
examine FCU records but disagreed
with this action for several of the above
stated reasons. They were also of the
view that a designation should only be
made when there is a strong showing of
need.

The NCUA Board is not convinced
that the designation of a state agency in
this instance will establish an
undesirable precedent. In fact, it is
believed that by exercising its
designation authority under the Federal
Credit Union Act, the NCUA Board has
strengthened its position vis-a-vis
previous policy. In the past, NCUA did
not object to state inspections; a
position that could be viewed in a
judicial forum as a recognition of state *
examination authority in areas in
addition to unclaimed property. Now,
however, the Board has specifically
exercised one of its statutory powers to

-

designate a particular party to conduct
an examination for a particular purpose
in a matter in which that party has a
particular interest. The disposition of
unclaimed property has been recognized
as a legitimate interest of the states. The
NCUA Board is also of the opinion that
inherent in its designation authority is
the authority to withdraw that
designation should, for example, a
particular state agency abuse its
authority in the examination process.

" The NCUA Board has no reason to
believe that state agencies will act in
any manner that would cause undue
hardship for FCUs. The Board is
confident that state inspections will not
be used as fishing expeditions. Although
additional FCU staff time will be
involved, the Board is not convinced
that it will be unreasonable or
burdensome. State personnel have long
been involved in inspecting the records
of other types of institutions and
“unfamiliarity” with FCU’s is not
considered a persuasive argument to
preclude state inspections.

2. Basis for Inspection

Two commenters were concerned that
the proposal may be viéwed as a
preemption by NCUA of state law
prerequisites for an inspection of
records. Their objection was that since
most state unclaimed property laws
require there be a reasonable cause to
believe that an institution has not
complied with the unclaimed property
law before an examination can be made,
states may view NCUA's designation as

- preempting that state law requirement.

This point is well taken and the Board
had no intent to preempt such a state
law requirement. The Board is of the
opinion that such a requirement is
appropriate and should relieve the
concerns of other commenters as to
unreasonable burden. The NCUA Board,
therefore, has included “reasonable
cause to believe” language in the IRPS.
Additionally, the Board looked to the
recent statutory amendment permitting
state examination of national bank
records for unclaimed property law
compliance. Substantially identical
language has been used in the IRPS
including the statements that the review
of records be at reasonable times and
upon reasonable notice to a Federal
credit union.

One of the commenters also suggested
that a probable cause standard be used
as a basis for a state inspection, rather
than “reason to believe"! because state
unclaimed property laws prescribe
criminal penalties. It is the Board's
understanding that criminal penalties
are imposed for willful refusal to deliver
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abandoned property to the state, rather
than for failure to report or deliver. The
Board is not convinced that a “higher"
standard should apply to FCU's than to
other types of institutions.

3. Enforcement

A large majority of commenters
agreed that enforcement of state
unclaimed property laws is properly a
function of NCUA. The NCUA Board
believes that its position on enforcement
authority is primarily supported by § 206
of the Federal Credit Union Act and by
the existence of a dual system of credit
unions. In addition, there is no
indication that Congress, when
amending the Federal law applicable to
national banks, considered extending
state examination authority to include
enforcement authority even though such
an issue would normally be associated
with examining for compliance.

The final IRPS, therefore, retains the
NCUA Board's statement on
enforcement authority. If violations of
state law occur and the matter cannot
be resolved informally between the
parties, the state should report such
violations to NCUA for appropriate
action. The imposition of fines and
penalties under state law would fall
within NCUA’s enforcement jurisdiction.

4. Fees

The proposed IRPS provided that
FCU’s were not subject to the imposition
of fees for a state inspection. A few
commenters did not address this issue
or did not specifically agree or object to
it. Most commenters agreed with the
position. The NCUA Board, however,
has reconsidered the issue and believes
. that a fee may be appropriate in certain
situations. .

State law normally provides that a fee
to cover the cost of an inspection or
examination will be imposed only
where, after an inspection has been
made, it is determined that the party
inspected has not complied with the
state law. The Board believes that
where a state has reasonable cause to
believe that an FCU has not complied
with state law, it conducts an
inspection, and finds viclations, a fee is
appropriate. The Board has amended the
proposed IRPS to include such a
provision, The Board is not, however,
providing fee imposition authority to a
state agency. The fee must be
authorized under state law.

The NCUA's position has long been
that FCU's are required to comply with
state unclaimed property laws and the
majority of commenters agreed with that
position. To take the position that a
state could not charge a fee for
examination, when violations exist and

when permitted by state law, would be
somewhat inconsistent with NCUA's
compliance requirement. Being subject
to a fee for failure to comply with the
law provides a compliance incentive.

5. Retroactivity and Service Charge

Two commenters suggested that if an
IRPS is issued, the Board should address
two other issues; retroactivity and
service charges for account inactivity.

With regard to retroactivity, the
commenters were concerned because
some state laws may permit the
unclaimed property administrator to
reach back 20 years for unclaimed funds

" or there may not be any limitation on

how far back the state may claim. This
would raise potential safety and
soundness igsues particularly if an FCU

- had absorbed such accounts into

income.

The Board is not convinced that
retroactivity presents a true problem for
FCU's. First, the Board is confident that
state authorities will act reasonably in
claiming abandoned accounts. Second,
FCU’s have been required to comply
with such laws in the past, have been
examined by state authorities and have
not, to the Board's knowledge, been
adversely affected. Finally, as the
enforcement authority, the Board will be
in a position to address any true safety
and soundness issue. )

As to service charges that result in
absorbing accounts or portions thereof
into income, this is a matter of contract
between the FCU and the member. To
the extent that such charges are either
authorized or not prohibited by the
Federal Credit Union Act, NCUA Rules
and Regulations or Board policy, and are
provided for in the contract with the
member, it is the Board's position that
state law prohibiting such charges
would be preempted.

6. Miscellaneous Comments

Several other comments were
submitted on the proposed IRPS. One
commenter suggested that a
comprehensive unclaimed property
regulation be issued by NCUA
preempting state law. Others suggested
that NCUA revise its examination
procedure to cover unclaimed property
compliance. Another questioned
whether any state imposed fee would be
deducted from NCUA's operating fee.
Additionally, one commenter suggested
that unclaimed funds be turned over to
NCUA and applied to the Share
Insurance Fund. ’

The Board believes that the subject of
unclaimed property is of particular
interest to the states, not NCUA, and
therefore compliance examinations are

more appropriately a matter for state
authorities,

The Board does not believe it should -
attempt to issue a comprehensive
regulation on a matter of particular state
concern. Due to the fact that a fee would
only be charged for a violation of state
law, a reduction in NCUA's operating
fee would not be warranted. Because
unclaimed funds remain the property of
the member, even after delivery to the
state, under the Uniform Act, the Board
does not believe absorption of accounts
by the Insurance Fund is a feasible
alternative.

Finally, one commenter requested
relief from the expenses of advertising
the existence of unclaimed accounts,
particularly those accounts of nominal
value. For the most part, state law
permits a holder of unclaimed property
to turn it over to the state prior to the
minimum period requirement for
abandonment and relieves the holder of
any further liability. It is suggested that
FCU'’s exercise that option, if they find
such accounts are increasing their
expenses. :

*The NCUA Board, therefore, adopts
the following statement as a Final
Interpretive Ruling and Policy
Statement.

Final Interpretive Ruling and Policy
Statement (IRPS) 82-4

It has been the position of the
National Credit Union Administration
that Federal credit unions are required
to comply with state unclaimed property
laws. Recognizing that states have an
interest in assuring compliance with
these laws, it is the NCUA Board's
position that limited access to Federal
credit union records by appropriate
state authorities for thig purpose is both
reasonable and proper.

Section 106 of the Federal Credit
Union Act (12 U.S.C. 1756) provides that
the books and records of each Federal
credit union are subject to examination
by, and accessible to, any person
designated by the National Credit Union
Administration Board (NCUA Board).
Pursuant to this authority, those state
agencies, authorized under state law to
conduct inspections pursuant to the
Uniform Disposition of Unclaimed
Property Act or similar abandoned
property law, are designated by the
NCUA Board to conduct inspections of
Federal credit union records for the sole
purpose of determining compliance with
state unclaimed property laws.

The state authorities so designated
may, at reasonable times and upon
reasonable notice to a Federal credit
union, review a Federal credit union's
records solely to ensure compliance
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with applicable state unclaimed
property laws upon a reasonable cause
to believe that the Federal credit union
has failed to comply with such laws.

The NCUA Board does, however,
maintain its position that it has
exclusive enforcement jurisdiction over
Federal credit unions. Therefore, any
violations of unclaimed property laws
should be reported to the appropriate
NCUA regional office.

A reasonable fee may be assessed to
cover the cost of the inspection only if a
Federal credit union has been found to
be in violation of the law and such fee is
authorized under state law.

By the National Credit Union
Administration Board, November 18, 1982
Rosemary Brady,

Secretary, National Credit Union
Administration Board. .

November 18, 1982.
[FR Doc. 82-32411 Filed 11-24-82; 8:45 am]
BILLING CODE 7535-01-M

DEPARTMENT OF THE TREASURY
Comptroller of the Currency
12CFR Part 7

[Docket No. 82-23]

Banks Remaining Closed

AGENCY: Comptroller of the Currency,
Treasury.
ACTION: Removal of final rule.

SUMMARY: Section 407 of the Garn-St
Germain Depository Institutions -Act of
1982, Pub. L. No. 87-320 (October 15,
1982), amends 12 U.S.C. 95(b}(1) which
addresses the applicability of state
banking holidays to national banks. As
a result of that amendment, Interpretive
Ruling 7.7435, 12 CFR 7.7435, has been
superseded. Accordingly, the Office of
the Comptroller of the Currency
(“Office”) is removing 12 CFR 7.7435.

EFFECTIVE DATE: November 26, 1982.

FOR FURTHER INFORMATION CONTACT:
Brenda Curry, Attorney, Legal Advisory
Services Division, Office of the
Comptroller of the Currency,
Washington, D.C. 20219, (202) 447-1880.
SUPPLEMENTARY INFORMATION: The
Office has determined that this action
does not constitute a “major rule” under
Executive Order 12291. Rescission of the
interpretive ruling will merely eliminate
confusion and will neither increase
national bank costs or prices nor have
any adverse competitive effect.
Therefore, a Regulatory Impact Analysis
will not be prepared. The Regulatory
Flexibility Act also does not apply to

this action, since the Office is
dispensing with notice and comment
procedures as impracticable and
contrary to the public interest.

List of Subjects in 12 CFR Part 7
Legal bank holidays.
Adoptfon of Amendment

PART 7—[AMENDED]

§7.7435 [Removed]
In 12 CFR Part 7, § 7.7435 is removed.

Dated: November 9, 1982,
C. T. Conover,
Comptroller of the Currency.
[FR Doc. 82-32361 Filed 11-24-82; 45 am)
BILLING CODE 4810-33-M

NATIONAL CREDIT UNION
ADMINISTRATION

12 CFR Part 708

Mergers of Credit Unions

AGENCY: National Credit Union
Administration.

ACTION: Final rule,

SUMMARY: This rule amends Part 708 to
clarify that the rules and regulations on
mergers of credit unions do not restrict
the authority of the NCUA Board to
authorize emergency mergers under the
authority of section 205 of the Federal
Credit Union Act as amended by the
Garn-St Germain Depository Institutions
Act of 1982,

DATES: Effective Date: November 25,
1982. .

ADDRESS: National Credit Union
Administration, 1776 G Street, N.W.,
Washington, D.C. 20456.

FOR FURTHER INFORMATION CONTACT:
James J. Engel, Assistant General
Counsel, Department of Legal Services,
at the above address. Telephone: (202)
357-1030. ‘ ‘
SUPPLEMENTARY INFORMATION: Section
131 of the Garn-St Germain Depository
Institutions Act of 1982 amends section
205 of the Federal Credit Union Act to
authorize the NCUA Board to, among
other things, approve a merger of an
insured credit union that is insolvent, or
in danger of insolvency, with any other
ingured credit union without regard to
other Federal or state laws. Such action
may be taken when the Board
determines that an emergency requiring
expeditious action exists, other
reasonable alternatives.do'not exist,
and the merger would best serve the
public interest.

Part 708 of the National Credit Union

Administration Rules and Regulations
sets forth the procedures and
requirements for mergers of credit
unions. Due to the fact that certain of
these provisions would not be
applicable to mergers authorized under
the Garn-St Germain amendment, the
NCUA Board has determined that Part
708 should be amended. This
amendment clarifies that the provisions
of Part 708 do not restrict the authority
of the NCUA Board to approve mergers
pursuant to the Garn-St Germain
amendment.

Regxﬂatqry Procedures

The NCUA Board certifies that the
final rule will not have a significant
economic impact on any small federally-
insured credit unions. The final rule
merely clarifies statutory authority.
Therefore, a regulatory flexibility
analysis is not required, 5 U.S.C. 605(b).

The NCUA Board has determined that
notice and public comment on this rule
are unnecessary and not in the public
interest. 5 U.S.C. 553(b}(B). In addition,
the NCUA Board finds that a 30 day
delayed effective date is unnecessary.
The statutory authority became effective
October 15, 1982, and the final rule
reflects that authority. 5 U.S.C. 553(d).

List of Subjects in 12 CFR Part 708

Credit unions. ) ‘
Accordingly, the NCUA Board hereby
amends Part 708 of the NCUA Rules and
Regulations as set forth below.
Rosemary Brady,
Secretary of the Board.
November 18, 1982.
(12 U.S.C. 1758(h}), Sec. 120, 73 Stat. 635 (12

U.S.C. 1766) and Sec. 209, 84 Stat. 1104 (12
U.S.C. 1789}

PART 708—[AMENDED]

1. Part 708 is amended, by designating
the present paragraph of § 708.0 as
paragraph (a) and by adding at the end
thereof a new paragraph (b} to read as
follows: -

§ 708.0 [Amended]

(b) Nothing in this Part shall operate
as a restriction or otherwise impair the
authority of the Board to approve a
merger pursuant to the provisions of
Section 205(h) of the Act.

{FR Doc. 82-32375 Filed 11-24-82; 8:45 am]
BILLING CODE 7535-01-M
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12CFR Part 747 . _

Administrative Actions, Adjudicative
Hearings, and Rules of Practice and
Procedure

AGENCY: National Credit Union
Administration.

ACTION: Final rule.

SUMMARY: The National Credit Union
Administration is issuing a final rule to
conform the provisions of Part 747 with
certain of the amendments contained in
the Garn-St Germain Depository
Institutions Act of 1982, These
amendments permit the NCUA Board to
compromise, modify, or remit civil
money penalties. They also authorize
the NCUA Board to remove a credit
union management official from office
for a violation of the Depository
Institution Management Interlocks Act.
EFFECTIVE DATE: November 26, 1982. -

ADDRESS: National Credit Union
Administration, 1776 G Street, N.W.,
Washington, D.C. 20456.

FOR FURTHER INFORMATION CONTACT:
James ]. Engel, Assistant General
Counsel, Department of Legal Services,
at the above address. Telephone (202)
357-1030.

SUPPLEMENTARY INFORMATION: The

Garn-St Germain Depository Institutions '
Act of 1982 (the “1982 Act”), enacted on '

October 15, 1982, made certain changes
to section 208 of the Federal Credit
Union Act (the Act), 12 U.S.C. 1786,
governing the enforcement authority of
the National Credit Union
Administration (NCUA Board or Board).
Certain of these statutory amendments
require the Board to make conforming
amendments to Part 747 of its Rules and
Regulations. That part describes the
various administrative adjudicative
actions available to the Board, the
grounds for those actions, and the
procedures followed.

First, the civil money penalty
provisions of the Act have been
amended to provide the Board with
express authority to compromise,
modify or remit any civil money penalty
that is subject to imposition or has been
imposed under section 206(k), as
redesignated. An appropriate
amendment has been made to § 747.402
of the regulation.

Second, the Board has been given the
authority to remove from office any
director, officer, or committee member
of an insured credit union for violating
the Depository Institution Management
Interlocks Act. Unlike other removal
actions, the Board is not required to
make the determination that the
official's conduct has or will be

detrimental to the credit union or its
members, or that the violation is one
involving personal dishonesty or
unfitness. A new subsection (d) has
been added to § 747.502 to set forth this
ground for removal.

The remaining amendments to Part
747 are technical in nature and are due
to the redesignation of various
provisions in the Act.

Regulatory Procedures

" The NCUA Board certifies that the
final rule will not have a significant
economic impact on any small federally-
insured credit unions. The final rule
contains conforming amendments,
reflecting statutory changes to the
Federal Credit Union Act, and does not
constitute substantive rulemaking by the
NCUA Board. Therefore, a regulatory
flexibility analysis is not required. &
U.S.C. 605(b).

The NCUA Board has determined that
notices and public comments on this
rule are unnecessary and not in the -
public interest. 5 U.S.C. 553(b)(B). In
addition, the Board finds that a 30 day
delayed effective date is unnecessary.
The statutory amendments reflected in
the rule became effective on October 15,
1982. 5 U.S.C. 553(d).

List of Subjects in 12 CFR Part 747
Administrative practice and

" procedure, Credit unions, Penalties.

Accordingly, the NCUA Board hereby
amends Part 747 of the NCUA Rules and
Regulations as set forth below.

Rosemary Brady,
Secretary of the Board.
November 18, 1982.

(Sec. 206, 92 Stat. 3652 (12 U.S.C. 1786) and
Sec. 209, 84 Stat, 1104 (12 U.S.C. 1789))

§ 747.101 [Amended]

1. Section 747.101 is amended by
removing “206(j)(2)” in paragraph (a)(3)
and inserting in lieu thereof “206(k)(2)",
and by removing *“206(h) in paragraph

(b) and inserting in lieu thereof “206(i)". -

§747.401 [Amended]

2. Section 747.401 is amended by
removing "206(j)(2)" and inserting in lieu
thereof “208(k)(2)".

3. Section 747.402 is amended by
adding a new sentence at the end of
paragraph (b) to read as follows:

§747.402 [Amended]

. * LI - *

The Board may, in its discretion,
compromise, modify, or remit any civil
money penalty that is subject to
imposition or has been imposed.

¢

§ 747.501 [Amended]

4. Section 747.501 is amended by
removing “206(h)" and inserting in lieu
thereof “206(i)".

5. Section 747.502 is amended by
adding a new paragraph (d) to read as
follows:

§747.502 [Amended]

* * * » *

(d} The Board may remove any
director, officer, or committee member
of an insured credit union upon its
finding that such a party has committed
any violation of the Depository
Institution Management Interlocks Act
(12 U.S.C. 3201 et seq.) or regulations
issued thereunder, including Part 711 of
this chapter.

§747.505 [Amended)

6. Section 747.505 is amended by
removing “206(3)(5)" in paragraph (b}
and inserting in lieu thereof “206[g](6)",
and by removing "206(3](3)" in
paragraph (c) and inserting in lieu
thereof “206(g)(4)".

§747.601 [Amended]

7. Section 747.601 is amended by
removing “206(h)" and inserting in heu
thereof “208(i)".

§747.605 [Amended]
8. Section 747.605 is amended by

removing “206(h)” and inserting in lieu
thereof *206(i)".

[FR Doc. 82-32374 Filed 11-24-82; 8:45 am]
BILLING CODE 7535-01-M

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 71

[Airspace Docket No. 82-AWA-20]

Alteration of Group Il Terminal Controt
Area, Las Vegas, NV

AGENCY: Federal Aviation
Administration (FAA}, DOT.

ACTION: Correction to final rule.

SUMMARY: An error was noted in the
final rule amending the Las Vegas, NV,
Terminal Control Area (TCA) as it
describes area “G” published in the
Federal Register on July 12, 1982, This
action corrects that error.

EFFECTIVE DATE: November 26, 1982,

FOR FURTHER INFORMATION CONTACT:
Robert Maxey, Airspace Regulations
and Obstructions Branch (ATT-230),
Airspace and Air Traffic Rules Division,
Air Traffic Service, Federal Aviation
Administration, 800 Independence
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Avenue, SW., Washington, D.C. 20591;
telephone: {202) 426-8783.

SUPPLEMENTARY INFORMATION:
History '

Federal Register Document 82-18549
was published on July 12, 1982, (47 FR
30052) which reconfigured the Las
Vegas, NV, Group II TCA to provide
greater flexibility to aircraft wishing to
. avoid the TCA and ensure that turbine-
powered aircraft operations are wholly
contained within TCA airspace. Errors
were noticed in the final rule describing
“Area G” and this action corrects those
errors.

List of Subjects
"14CFRPart71 .
Terminal control areas. .
Adoption of the Correction

Accordingly, pursuant to the authority
delegated to me, Federal Register
Document 82-18549 as published in the
Federal Register on July 12, 1982, is
corrected as follows:

Las Vegas, NV, Terminal Control Area
[Corrected)

Area G. That airspace extending upward
from 5,000 feet MSL to and including 9,000
feet MSL within an area bounded by a line
beginning at the 10-mile DME point on the
Las Vegas 115° radial; thence clockwise along
the 10-mile radius arc to, and south along, the
Las Vegas 185° radial to, and clockwise
along, the 15-mile radius arc to, and
northeasterly along, the Las Vegas 235° radial
to, and clockwise along, the 10-mile radius
arc to, and easterly along, the Las Vegas 295°
radial to, and counterclockwise along, the 8-
mile radius arc, to, and northerly along, the
Las Vegas 180° radial to lat. 36°00'04” N.,
long. 115°09'32” W.,, and clockwise along, the
2-mile radius arc to Sky Harbor Airport to,
and easterly along, a line direct to the point
of beginning.

{Secs. 307(a) and 313(a), Federal Aviation Act
of 1956 (49 U.S.C. 1348(a) and 1354(a)); Sec.
6(c), Department of Transportation Act (49
U.S.C. 1655(c}); and 14 CFR11.69)

Note.—The FAA has determined that this
regulation only involves an established body
of technical regulations for which frequent
and routine amendments are necessary to
keep them operationally current, It,
therefore—(1) is not a “major rule” under
Executive Order 12291; (2) is not a
. “significant rule” under DOT Regulatory
Policies and Procedures (44 FR 11034;
February 26, 1979); and (3) does not warrant
preparation of a regulatory evaluation as the
anticipated impact is so minimal. Since this is
a routine matter that will only affect air
traffic procedures and air navigation, it is
certified that this rule will not have a
significant economic impact on a substantial
number of small entities under the criteria of
the Regulatory Flexibility Act.

Issued in Washington, D.C., on November
15, 1982,

R.]. Vanvuren,

Director, Air Traffic Service.
{FR Doc. 82-32122 Filed 11-24-82; 8:45 am]
BILLING CODE 4910-13-M

14 CFR Part 71
[Airspace Docket No. 82-ASW-63]

Transition Areas; Designation;

. Caldwell, Tex.

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This amendment will
designate a transition area at Caldwell,
Tex. The intended effect of the
amendment is to provide controlled
airspace for aircraft executing a new
instrument approach procedure to the
Caldwell Airport. This amendment is
necessary to provide protection for
aircraft executing a standard instrument
approach procedure (SIAP) using the
College Station VORTAC. Coincident
with this action, the airport is changed
from visual flight rules (VFR) to
instrument flight rules (IFR).

DATES: Effective Date: February 17,
1983. - - :

- FOR FURTHER INFORMATION CONTACT:

Kenneth L. Stephenson, Airspace and
Procedures Branch (ASW-535), Air
Traffic Division, Southwest Region,
Federal Aviation Administration, P.O.
Box 1689, Fort Worth, TX 76101,
telephone (817) 624-4911, extension 302

SUPPLEMENTARY INFORMATION:
History

On September 23, 1982, a notice of
proposed rulemaking was published in
the Federal Register {47 FR 41986)
stating that the Federal Aviation
Administration proposed to designate
the Caldwell, TX, transition area.
Interested persons were invited to
participate in this rulemaking
proceeding by submitting written
comments on the proposal to the Federal
Aviation Administration. Comments
were received without objections.
Except for editorial changes, this
amendment is that proposed in the
notice.

List of Subjects in 14 CFR Part 71
Control zones and/or transition areas.
Adoption of the Amendment

Accordingly, pursuant to the authority
delegated to me, by the Administrator,
Subpart G of Part 71, § 71.181 of the
Federal Aviation Regulations (14 CFR
Part 71) as republished in Advisory

Circular AC 70-3 dated January 29, 1982,
is amended, effective 0901 GMT,
February 17, 1983, as follows:

Caldwell, TX New

That airspace extending upward from 700
feet above the surface within a 5-mile radius
of the Caldwell Municipal Airport (latitude
30°31'12" N,, longitude 96°42'13” W.).

(Sec. 307(a), Federal Aviation Act of 1958, as
amernded (49 U.S.C. 1348(a)}); sec. 6{c),
Department of Transportation Act (49 U.S.C.
1655(c)); and 14 CFR 11.61(c).)

Note.—~The FAA has determined that this
regulation only involves an established body
of technical regulations for which frequent
and routine amendments are necessary to
keep them operationally current. It,
therefore—(1) is not a “major rule” under
Executive Order 12281; (2) is not a
“significant rule” under DOT Regulatory
Policies and Procedures (44 FR 1103; February
286, 1979); (3) does not warrant preparation of
a regulatory evaluation as the anticipated
impact is so minimal; and (4) it is certified
that the rule will not have a significant
economic impact on a substantial number of
small entities as the anticipated impact is
minimal.

Issued in Fort Worth, Tex., on November
12, 1982. '
F. E. Whitfield,

Acting Director, Southwest Regio.
[FR Doc. 82-32045 Filed 11-24-82; 8:45 am]
BILLING CODE 4910~13-M

FEDERAL TRADE COMMISSION

16 CFR Part 13
[Docket C-2162]

H & R Block, Inc.; Prohibited Trade
Practices, and Affirmative Corrective
Actions

AGENCY: Federal Trade Commission.
ACTION: Modifying Order. :

SUMMARY: This order reopens the
proceeding and modifies Paragraphs 5
and 6 of the Commission’s order issued
on March 1, 1972 (37 FR 6663), by
substituting a new paragraph 5, so as to
make the order's provisions consistent
with federal tax laws. Section 7216 of
the Internal Revenue Code provides a
comprehensive scheme for regulating
the use by tax preparers of information
obtained from customers, and the
Commission believes that this scheme is
adequate to prevent the misuse of
confidential information by petitioner in
the future.

DATES: Consent Order issued March 1,
1972. Modifying Order issued Nov. 2,
1982,

FOR FURTHER INFORMATION CONTACT:
FTC/PC, Lewis Franke, Washington,
D.C. 20580, (202) 376-2891.
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SUPPLEMENTARY INFORMATION: In the
Matter of H & R Block, Inc., a
corporation. Codification appearing at
37 FR 6663 remains unchanged.

List of Subjects in 16 CFR Part 13

Tax return preparation service.

(Sec. 6, 38 Stat. 721; 15 U.S.C. 46. Interprets or
applies sec. 5, 38 Stat. 719, as amended; 15
U.S.C. 45) .

Commissioners: James C. Miller I},
Chairman, David A. Clanton, Michael
Pertschuk, Patricia P. Bailey.

In the matter of H & R Block, Inc., a
corporation, Docket Na. C-2162.

Order Reopening the Proceeding and
Granting Request To Madify Order

On January 22, 1982, H & R Block Inc., the
petitioner, filed a Request to Reopen :
Proceedings under Section 2.51 of the
Commission’s Rules of Practice. Block sought
to set aside paragraphs 5 and 8 of a March 1,
1972, order against the company. On june 8,
1982, Block filed a Supplement to
Modification of Request to Reopen
Proceedings, seeking modification of the
Order paragraphs instead of their
elimination. The Order paragraphs prohibit
Block from using information obtained from a
customer for any purpose other than the
preparation of tax returns unless, prior to
_ obtaining any information from the customer,

Block obtains the customer’s written consent.
The consent form used must disclose: (1) The
exact information to be used, (2) the
particular use to be made of such
information, {3) and a description of the
parties or éntities to whom the informatiion
may be made available.

The petitioner contends that enactment of
Section 7216 of the Internal Revenue Code, 26
U.S.C. 7216, on December 10, 1971, effective
January 1, 1972, and adoption by the Internal
Revenue Service of regulations 301.7216-1
through 301.7216-3 on March 24, 1974,
constitute a change of the law warranting
reopening the proceeding and modifying
paragraphs 5 and 6 of the Commission’s
Order. Regulation 301.7216-3 reads in
pertinent parts:

Disclosure or use only with formal consent
of taxpayer.—(a} Written consent to use or
disclosure—{1) Solicitation of other business.
(i) If a tax return preparer has obtained from
the taxpayer a consent described in
paragraph (b} of this section, he may use the
tax return information of such taxpayer to
solicit from the taxpayer any additional
current business, in matters not related to the
Internal Revenue Service, which the tax
return preparer provides and offers to the
public. The request for such consent may not
be made later than the time the taxpayer
receives his completed tax return from the
tax return preparer. If the request is not
granted, no follow up request may be made.
This authorization to use tax return
information of the taxpayer does not apply,
however, for purposes of facilitating the
solicitation of the taxpayer's use of any
services or facilities furnished by a person
other than the tax return preparer, unless
such other person and the tax return preparer
are members of the same affiliated group

within the meaning of section 1504. Thus, for
example, the authorization would not apply if
the person is a corporation which is owned or
controlled directly or indirectly by the same
interests which own or control the tax return
preparer but which is not affiliated with the
tax return preparer within the meaning of
section 1504(a). Moreover, this authorization
does not apply for purposes of facilitating the
solicitation of additional business to be
furnished at some indefinite time in the
future, as, for example, the future sale of
mutual fund shares or life insurance, or the
furnishing of future credit card services. It is
not necessary, however, that the additional
business be furnished in the same locality in
which the tax return information is furnished.
* * * * *

(2) Permissible disclosures to third parties.
If a tax return preparer has obtained from a
taxpayer a consent described in paragraph
(b) of this section, he may disclose the tax
return information of such taxpayer te such
third persons as the taxpayer may direct.
However, see § 301.7216-2 for certain
permissible disclosures without formal
written consent.

* L] * * *

{b) Form of consent. A separate written
consent, signed by the taxpayer or his duly
authorized agent or fiduciary, must be
obtained for each separate use or disclosure
authorized in paragraph (a) (1), (2), or {3) of
this section and shall contain—

(1) The name of the tax return preparer,

(2) Tke name of the taxpayer,

(3) The purpose for which the consent is
being furnished,

(4) The date on which such consent is
signed,

(5) A statement that the tax return
information may not be disclosed or used by
the tax return preparer for any purpose (not
otherwise permitted under § 301.7216-2) other
than that stated in the consent, and

(8) A statement by the taxpayer, or his
agent or fiduciary, that he consents to the
disclosure or use of such information for the
purpose described in paragraph (b)(3) of this
section.

The Commission has considered these
developments and concluded that the
public interest warrants its reopening
the proceeding and modifying the order
substantially as requested by petitioner.
Section 7216 of the Code and the
regulations promulgated thereunder
constitute a comprehensive scheme for
regulating the use by tax preparers of
information obtained from customers.
The Commission believes that this
scheme is adequate to prevent the
misuse of confidential information by
petitioner in the future. The additional
requirements of the Commission’s
Order, which mandate more disclosures
and require that consent be obtained
earlier from the customer, are not

inconsistent with the regulatory scheme. - -

However, they do impose an additional
burden on respondent that the
Commission has concluded is
unnecessary. Accordingly,

It Is Ordered that paragraphs 5 and 6
of the Order be modified by the
substitution of the following new
paragraph:

5. Using or disclosing any information
concerning any customer of respondent,
including the name and address of the

" customer, obtained as a result of the

preparation of the customer’s tax return, for
any purpose which is not essential or
necessary to the preparation of said tax
return, except as specifically authorized by
Section 7216 of the Internal Revenue Code
and the regulations promulgated thereunder
or by future amendments thereto.

By direction of the Commission.

Issued: November 2, 1982.
Carol M. Thomas,
Secretary.
[FR Doc. 82-32463 Filed 11-24-82; 8:45 am]
BILLING CODE 6750-01-M

SECURITIES AND EXCHANGE
COMMISSION :

17 CFR Part 211

" [Release Nos. 33-6436; 34-19257; 35-22716;

IC~12826; FR-61

Interpretive Release About Disclosure
Considerations Relating to Foreign
Operations and Foreign Currency
Translation Effects

AGENCY: Securities and Exchange
Commission.

ACTION: Interpretation.

SUMMARY: In this release the
Commission suggests that information
as to the nature of a registrant’s foreign
operations gained as a result of
implementing a new accounting
standard for foreign currency translation
issued by the Financial Accounting
Standards Board (“FASB") could, in
many cases, be used to develop
improved disclosures relating to foreign
operations and foreign currency
translation effects. Therefore, the
Commission encourages voluntary
experimentation with meaningful
disclosures in this regard. The release
also addresses disclosure
considerations related to the new
standard’s transition provisions.

FOR FURTHER INFORMATION CONTACT:
Robert K. Herdman (202-272~2141) or
Edmund Coulson (202-272-2130), Office
of the Chief Accountant, or Howard P.
Hodges (202-272-2553), Division of
Corporation Finance, Securities and
Exchange Commission, 450 5th Street,
NW., Washington, D.C. 20549.
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SUPPLEMENTARY INFORMATION:

Background and Discussion -

As a result of considerable
controversy and criticism related to its
Statement of Financial Accounting
Standards (“SFAS”) No. 8, “Accounting
for the Translation of Foreign Currency
Transactions and Foreign Currency
Financial Statements,” the FASB, in
January 1979, added a project to its
agenda to reconsider accounting for
foreign currency translation. That
project turned out to be the most
complex and controversial issue faced -
by the FASB to date. In December 1981,
after almost three years of extensive
proceedings, the FASB issued SFAS No.
52, “Foreign Currency Translation,”
which replaces SFAS No. 8. The new -
standard is effective for fiscal years
beginning on or after December 15, 1982,
although earlier application is
encouraged. In fact, many companies
adopted the standard for their 1981
financial statements and many more are
expected to do so in 1982,

SFAS No. 52 embraces a methodology
different from that of the previous
standard and may significantly impact
multinational corporations. SFAS No. 52
is also significant in that it represents a
very broad; rather then a prescriptive,
standard. It sets forth objectives and
provides guidelines to be used by
managements in meeting those
objectives. The standard is designed to-
(1) provide information that is generally
compatible with the expected economic
effects of a rate change on an
enterprise’s cash flows and equity and
(2) reflect in consolidated statements the
financial results and relationships as
measured in the primary currencies in
which the individual entities conduct
their businesses {i.e., the “functional
currencies”).!

The standard requlres the exercise of
management judgment in assessing the
facts and circumstances of particular
situations and applying the guidelines to
those facts and circumstances. The
principal determination involves the
selection of the appropriate functional
currency for each of a company's foreign
operations.? The functional currency

! An entity’s functional currency is the currency of
the primary economic environment in which the
entity operates; normally that is the currency in
which an entity primarily generates and expends
cash. (Para. 5, SFAS 52)

2This determination can have a significant impact
on reported financial results. The functional
. currency approach which SFAS No. 52 imposes
" differentiates between those operations that are

relatively self-contained and integrated within a
foreign country and those that are an exension of
the parent's domestic operations. It concludes that
“translation adjustments” (which result from
consolidating the former) are related to the parent
company's net investment in those operations and
have no immediate, direct impact on the parent's

guidelines provided by the standard
address indicators of the foreign
operations’ cash flows, sales prices and
markets, expenses, financing, and
intercompany transactions and
arrangements. While application of
these guidelines may result in a
relatively clear determination in many
cases, others will be more difficult. In
such cases, the FASB stated that the
economic facts and circumstances
pertaining to a particular foreign

.operation shall be assessed in relation

to the FASB's stated objectives for
foreign currency translation.

Although a broad standard of this
type carries with it the risk of
decreasing the comparability of
reporting financial information, it is
clear that there may be significant
differences in the nature of foreign
operations both within a particular
company and among companies, even
those within the same industry.® The
new standard gives managements the
necessary flexibility to appropriately
match reported accounting results with
economic facts and circumstances.
Ultimately, however, the success of
SFAS No. 52 (and the usefulness of the
concept of broad standards of financial
reporting in general) depends on the
confidence of the investment community
in its application which in turn is
heavily dependent on the quahty of
related disclosures.

SFAS No. 52 requires disclosure of the
aggregate transaction gain or loss

included in determining net income and *

an analysis of the changes during the
period in the separate component of
equity for cumulative translation -
adjustments. SFAS No. 52 also states
that it may be necessary to disclose
significant rate changes occurring after
the date of the enterprise’s financial
statements or after the date of the
foreign currency statements of a foreign
entity (if different), and their effect on
unsettled balances pertaining to foreign
currency transactions. In addition, the
FASB encouraged management to
supplement the disclosures required by

cash flows. Therefore, those adjustments are not

-included in determining net income for the period

but are presented as part of consolidated
stockholders’ equity untjl the parent's investment in
that operation is sold or liquidated. “Transaction
gains and losses” (which result from the
consolidation of all other foreign operations, as well
as most other foreign currency transactions) are
accounted for and reported in net income, as was
the case under SFAS No. 8.

3Because of the nature of the standard and the
complexity of the issues involved, the FASB has
formed an implementation group to advise its staff
of possible implementation problems. The
Commission believes that it is important to identify
and deal with implementation problems by

" providing timely guidance where necessary or

appropriate.

SFAS No. 52 with an analysis and
discussion of the effects of rate changes
on the reported results of operations.
The FASB stated that the purpose of
such supplemental disclosures is to
assist financial report users in
understanding the broader economic
implications of rate changes and to
compare recent results with those of
prior periods.* The FASB considered
requiring disclosure that would describe
and possibly quantify the effects of rate
changes on reported revenues and
earnings, but decided not to, primarily
because of the wide variety of potential
effects, the perceived difficulties of
developing the information, and the
impracticality of provxdmg meamngful
guidelines.®

1. Disclosure Considerations

In a review of a sample of annual
reports of registrants who adopted SFAS
No. 52 for their 1981 financial
statements, the Commission’s staff
observed compliance with the specific
disclosure requirementsas well as
certain voluntary supplemental
disclosures of the type encouraged by
the Board.® While SFAS No. 52 does not
require disclosure as to a company’s
functional currencies or the extent to
which foreign operations are measured
in a currency other than the reporting
currency, most companies disclosed
(either explicitly or by implication) that
either “all” or “most” of their foreign
operations were measured in the local
currency. Frequently, it was disclosed
that exceptions were made for
operations in high inflation countries {in
some cases specific countries were
named). A significant number of
companies, however, only stated that
“certain” operations were measured in a
local currency or provided no disclosure
as to the extent of foreign operations so
measured. Some companies disclosed
that the related translation adjustments

*Paragraph 144, SFAS No. 52,

81bid.

¢In 1981, the dollar significantly strengthencd
against many major foreign currencies and thus
frequently had a depressing effect on reported sales
and operations. Many companies in the staff's
sample referred to the effect of the strong dollar. A
significant number quantified the effect on sales;
some also provided a quantification of the effect on
operating results. A few companies discussed their
foreign operating results as reflected in the local
currency, with the effects of translation noted.
Other disclosures included the effects of exchange
rate changes on backlog, interest expense, wages,
cost of raw material purchased from the parent,
transactions between subsidiaries, inventory lovels,
debt to equity ratio, working capital, effective tax
rate, and cost of sales. The Commission encourages
continuing experimentation by individual
registrants in an effort to achieve meaningful
disclosures in this area.

>
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did not impact cash flow or were
unrealized.

The Commission believes that
information as to the nature of a
registrant's foreign operations gained as
a result of implementing SFAS No. 52 7
could be used to develop improved
disclosures relating to foreign operations
and foreign currency translation effects,
including information as to functional
currencies. Such disclosures could
provide meaningful information to
investors and others who are attempting
to understand the impact of a
registrant’s foreign operations on the
financial statements. Segment
_ disclosures provide information about
the nature and extent of a company’s
foreign operations, but the standards
inherent in SFAS No. 52 are premised on
the fact that there may be significant
differences in economic substance
among various foreign operations—i.e.,
different exposure to exchange rate risk
and different impact on cash flow, with
resulting different accounting treatment.
The Commission recognizes that this is
a complex area and, thus, is not
specifying the location ® or nature of the
particular disclosures to be made.
Indeed, information such as a display of
net investments by major functional
currency or an analysis of the
translation component of equity (either
by significant functional currency or by
geographical areas used for segment
disclosure purposes]) will not always be
practicable. Nevertheless, the
Commission encourages .
experimentation with narrative
information, such as disclosure about
the functional currencies used to
measure significant foreign operations
or the degree of exposure to exchange
rate risks (which exists for all
companies engaged in foreign
operations, regardless of their functional
currencies), in order to enable investors

?Successful implementation of SFAS No. 52
requires a fundamental evaluation of the nature of
each of a company's fuzeign operations. Often, this
will require input from management personnel
involved in various activities within the company.
Also, investment objectives with respect to
individual foreign operations will need to be
reevaluated (e.g., amounts of intercompany
accounts considered to be “permanent” advances).

¢The management's discussion and analysis
section may be used for these additional
disclosures. The Commission's requirements for
Management's Discussion and Analysis of Financial
Condition and Results of Operations in Item 303 of
Regulation S-K (17 CFR Part 228) are designed to
elicit information ary to an understanding of
a registrant’s financial statements, This is to be
accomplished by providing information enabling an
evaluation of the amounts and certainty of cash
flows from operations and a registrant's ability to
generate adequate amounts of cash to meet its
needs for cash (liquidity} as well as an assessment
of the impact of events that have had, or may have,
a material effect on trends of operating results.

to assess the impact of exchange rate
changes on the reporting entity.*

Therefollows a discussion of two
specific situations which registrants
may wish to explain to investors. When
a registrant determines that the financial
data of significant foreign operations
should be measured in other than the
reporting currency, there may be an
indication that all or some of those
operations’ cash flows are generally not
available to meet the company’s other
short-term needs for cash. Thus, it may
be appropriate that such a registrant
discuss those operations in a
disaggregated manner in order to
meaningfully address liquidity and
capital resource considerations.® A
discussion of the company's
intracompany financing practices may
also be meaningful in this regard. Of
course, if those foreign cash flows are
generally available to meet the parent’s
cash needs and the local functional
currency determinations result from a
preponderance of the other evaluative
factors specified by SFAS No. 52,
discussion of that fact would facilitate
understanding of the registrant’s
operations.

Another example relates to significant
foreign operations in highly inflationary
economies. In SFAS No. 52, the FASB
adopted a pragmatic solution to the
problems resulting from the lack of a
stable measuring unit (i.e, thase
operations’ financial data must be
measured in the reporting currency). As
a result, the translation effects of rate
changes are included in net income even
through the operations may be relatively
self-contained or have other
environmental characteristics such that
remittances to the parent are unlikely.?
In such cases, discussion only of
consolidated, or even reporting
currency, liquidity and capital resources
may not be sufficient.

#The Ccmnmission also believes that a discussion
as to the nature of the translation component of
equity may assist investors in understanding the

" reported financial condition. This may be

particularly important due to the fact that the
Commission's staff has been advised that some
analysts and others may be arbitrarily adjusting
reported earnings for the translation adjustments.
Meaningful disclosure about a company's foreign
operations may help to overcome this tendency.

©Item 303(a) of Regulation S-K states in part that
“where in the registrant’s judgment & discussion of
segment information or of other subdivisions of the
registrant’s business would be appropriate to an
understanding of such business, the discussion shall
focus on each relevant reportable segment or other
subdivision of the business and on the registrant as
a whole.”

1 Gimilarly, the functional currency for foreign
operations which are experiencing financial
difficulties such that additional capital investments
may be necessary may also be determined to be the
reporting currency.

2. Disclosures During the Transition
Period

Adoption of SFAS Na. 52 is
mandatory for fiscal years beginning on
or after December 15, 1982, with earlier
application encouraged. The financial
statements for prior years may be
restated to conform to the new standard
and, if not restated, companies may
present disclosure of earnings data for
the prior year computed on a pro forma
basis. Companies that adopted the
standard for fiscal years ending on or
before March 31, 1982 were required to
disclose the effect of adopting the new
standard on earnings data for the year
of the change in order to pravide
comparability with companies still using
SFAS No. 8; that disclosure is not
required for fiscal years ending after
that date.

The Board determined that the ‘
extended mandatory effective date was
appropriate to provide sufficient time for
companies to make any desired changes
in financial policies that might be
prompted by the new standard and to
prepare internally for the
implementation of the standard. The
Board did not require restatement
because it recognized that the
accounting exposure determined in
accordance with SFAS No. 8 had been
hedged by the management of some
companies and that different
management actions might have been
taken if SFAS No. 8 had not been in
effect. Finally, the Board did not extend
the requirement to disclose the effect of
adopting the standard to years ending
after March 31, 1982 because it believed
that many companies will have
terminated some or all hedges of the
SFAS No. 8 accounting exposure,
thereby making any meaningful
determination of the effect virtually
impossible. In addition, the Board
believed that the cost of requiring two
systems of translation beyond early 1982
was not justified.

The Commission understands the
rationale for the transition provisions
outlined above. Nonetheless, the
Commission is concerned about the
adequacy of disclosure about the effects
of accounting changes.'? Financial

121n several of the annual reports included in the
staff's sample, a substantial portion of record (or
otherwise increased) earnings was attributable to
the adoption of SFAS No. 52. While the 1961 effect
of the accomnting change was disclosed in the
financial statements, information outside the
financial statements focused a high level of
attention on the strength of the reported results
without providing adequate information to permit
an evaluation of the comparability of those resuits
particularly since, in each of these cases, the
ocompanies did not restate or provide pro forma
disclosures.
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statement users have a natural tendency
to assume that accounting results are
prepared using a consistent
methodology throughout the reporting -
period and from year to year. Indeed,
users have a right-to make that
assumption and the trends in reported
financial results are a particularly useful
indicator of a company's progress.
Where accounting results and the trends
therein are materially impacted by
accounting changes, it is incumbent
upon the registrant to clearly bring this
fact to the attention of users, together
with such other information which may
be necessary to enable investors to
adequately assess reported results. '3

For those registrants that adopt SFAS
No. 52 in 1982 or thereafter, the . |
Commission believes that, where
appropriate, useful information as to
comparability can be best provided by
restating prior years’ financial
statements (or making appropriate pro
forma disclosures) and by disclosing the
effect of the change on results of
operations for the current year.
However, the Commission understands
that, for the reasons considered by the
FASB in adopting the transition
provisions included in SFAS No. 52,
presentation of such information may
not always be meaningful (or
computation thereof may not be
practicable). In such instances, the
Commission expects registrants to
discuss this fact and the reasons
therefor. In this regard, registrants
should consider discussing any
modifications of operating, financing, or
hedging practices which have been
effected.

The Commission also believes that
registrants that have not yet adopted
SFAS No. 52 should discuss the
potential effects of adoption in

registration statements and reports filed -

with the Commission.
Codification Update

The “Codification of Financial
Reporting Policies” announced in
Financial Reporting Release 1 (April 15,
1982) {47 FR 21028} is updated to:

1. Add a new section 501.06, entitled
as follows:

_— 1

3Item 301 of Regulation S-K [17 CFR 229.301}
requires the presentation of certain selected .
financial data, the purpose of which is to supply in a
convenient and readable format data which
highlight certain significant trents in the registrant's
financial condition and results of operations. The
instructions to that item require a description of
factors, such as accounting changes, that materially
affect the comparability of the information reflected.

’
§ 501.06 Disclosure Considerations
Related to Foreign Operations and
Foreign Currency Translation Effects

2. Include in section 501.06 the
sections entitled “Background and
Discussion,” “Disclosure
Considerations,” and “Disclosures
during the Transition Period,” identified
as specified below:

a. Background and Discussion. -

b. Disclosure Considerations.

c. Disclosures during the Transition
Period.

This codification is a separate
publication issued by the SEC. It will not
be published in the Federal Register
Code of Federal Regulations system:

List of Subjects in 17 CFR Part 211

Accounting, Reporting and
recordkeeping requirements, Securities.

PART 211—{AMENDED]

Commission Action:

Subpart A of 17 CFR Part 211 is
amended by adding thereto reference to-
this release (FRR No. 6). .

By the Commission.

November 18, 1982.

Shirley E. Hollis,

Assistant Secretary.

[FR Doc. 82-32363 Filed 11-24-82; 8:45 am|
BILLING CODE 8010-01-M

17 CFR Part 240
[Release No. 33-6434; 34-15244; 1C-12823]

Purchases of Certain Equity Securities
by the Issuer and Others; Adoption of
Safe Harbor '

AGENCY: Securities and Exchange
Commission. '

ACTION: Final rule; rule amendments.

SUMMARY: The Commission has
announced the adoption of Rule 10b-18
under the Securities Exchange Act of
1934 (“Act”) to provide a “safe harbor”
from liability for manipulation in
connection with purchases by an issuer
and certain related persons of the
issuer’s common stock. The issuer or
other person will not incur liability
under the anti-manipulative provisions
of Sections 9(a)(2) or 10(b) (and Rule
10b-5 thereunder) if purchases are
effected in compliance with the’
limitations contained in the safe harbor.
The Commission has also adopted
certain amendments to Rule 10b-6 under
the Act which will eliminate the
Commission's current program of
regulating issuer repurchases under that
rule. These amendments will except
from Rule 10b-6 purchases of an issuer’s

common stock (and certain related
securities) when the issuer is engaged in
certain distributions of those securities.
EFFECTIVE DATE: November 26, 1982.

FOR FURTHER INFORMATION CONTACT:
John B. Manning, Jr., Esq. (202-272-2874),

. or Mary Chamberlin, Esq. (202-272-

2880); Office of Legal Policy and Trading
Practices, Division of Market Regulation,
Securities and Exchange Commission,
450 5th Street, N.W., Washington, D.C.

20549.

SUPPLEMENTARY INFORMATION:
L. Introduction

The Commission has considered on
several occasions since 1967 the issue of
whether to regulate an issuer’s
repurchases of its own securities.! The
predicates for this effort have been
twofold: first, investors and particularly
theissuer’s shareholders should be able
to rely on a market that is set by
independent market forces and not
influenced in any manipulative manner
by the issuer or persons closely related

“to the issuer. Second, since the general

language of the anti-manipulative
provisions of the federal securities laws
offers little guidance with respect to 'the
scope of permissible issuer market
behavior, certainty with respect to the
potential liabilities for issuers engaged
in repurchase programs has seemed
desirable.

The most recent phase of this
proceeding is proposed Rule 13e-2
which was published for public
comment on October 17, 1980.2 This rule
would have imposed disclosure
requirements and substantive
purchasing limitations on an issuer’s
repurchases of its common and
preferred stock. These restrictions,
which generally would have limited the
time, price, and volume of purchases,
also would have been imposed on
certain persons whose purchases could
be deemed to be attributable to the
issuer. In addition, the issuer, its
affiliates, and certain other persons

1 Before its most recent release in October, 1980,
issuer repurchases had been the subject of three
public rule proposals. The first was a Commission

. draft of a proposed Rule 10b-10 published in 1967

by the United States Senate in connection with
hearings on proposed legislation that became the
Williams Act Amendments of 1968. Pub. L. No. 90~
439, 82 Stat. 454 (July 29, 1968). Proposed Rule 10b--
10 was reprinted in Hearings on S. 510 before the
Subcommittee on Securities of the Senate
Committee on Banking and Currency, 90th Cong.,
1st Sess. 214-216 (1967). The Commission then
published Rule 13e-2 for comment in 1970 and in ,

' 1973. Securities Exchange Act Release Nos. 8930

(July 13, 1970), 35 FR 11410 {1970) and 10539
(December 6, 1973), 38 FR 34341 (1973).

2Securities Exchange Act Release No. 17222
(October 17, 1980), 45 FR 70890 (1980) (“October
Release").
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would have been subject to a general
antifraud provision in connection with
their purchases of the issuer's common
and preferred stock.
The Commission has recognized that
issuer repurchase programs are seldom
. undertaken with improper intent, may
frequently be of substantial economic
benefit to investors, and, that, in any
event, undue restriction of these
programs is not in the interest of
investors, issuers, or the marketplace.
Issuers generally engage in repurchase
programs for legitimate business
reasons and any rule in this area must
not be overly intrusive. Accordingly, the
Commission has endeavored to achieve
an appropriate balance between the
goals described above and the need to
avoid complex and costly restrictions
that impinge on the operation of issuer
JTepurchase programs.

In light of these considerations, and
based on the extensive public files
developed in this proceeding, the
Commission has determined that it is
not necessary to adopt a mandatory rule
to regulate issuer repurchases.
Accordingly, the Commission has today
withdrawn proposed Rule 13e-2,® and,
as discussed in this release, is amending
Rule 10b-6 to eliminate most issuer
repurchase regulation under that rule. In
lieu of direct regulation under Rule 10b—
6 and proposed Rule 13e-2, the
Commission has determined that a safe
harbor is the appropriate regulatory
approach to offer guidance concerning
the applicability of the anti-
manipulative provisions of Rule 10b-5
and Section 8(a)(2) to issuer repurchase
programs. New Rule 10b-18 reflects this
determination.*

The Commission wishes to stress,
however, that the safe harbor is not
mandatory nor the exclusive means of
effecting issuer purchases without
manipulating the market. As a safe
harbor, new Rule 10b-18 will provide
clarity and certainty for issuers and
broker-dealers who assist issuers in

, their repurchase programs. If an issuer
- effects its repurchases in compliance
with the conditions of the rule, it will
avoid what might otherwise be
substantial and unpredictable risks of
liability under the general anti-
manipulative provisions of the federal

3Securities Exchange Act Release Nos. 33-8435,
34-19245, IC-12824 {November 17, 1882).

“In view of the fact that the provisions of the safe
harbor afforded by Rule 10b-18 are substantially
similar to the provisions of proposed Rule 13e-2 that
would have been imposed on a mandatory basis
and for which there has already been substantial
public comment, the Commission has determined
that further notice and comment are not necessary.
See n.1, supra.

securities laws.® Moreover, since Rule
10b-18 is a safe harbor rather than a per
se rule, the Commission believes that
the safe harbor should be available to
all issuers and their affiliated
purchasers and should not be limited in
its application to any particular class of
issuers, such as those defined in the
October Release as “Section 13(e)
issuers.”

The Commission emphasizes that no
affirmative inference should be drawn
that bids for or purchases of an issuer’s
stock by persons to which the safe
harbor is not explicitly available, or
with respect to securities other than the
issuer’s common stock, should be made
in accordance with the safe harbor. The
safe harbor is not intended to define the
appropriate limits to be observed by
those persons not covered by the safe
harbor nor the appropriate limits to be
observed by anyone when purchasing
securities other than common stock. In
addition, the safe harbor is not the
exclusive means by which issuers and
their affiliated purchasers may effect
purchases of the issuer’s stock in the
marketplace. Given the greatly varying
characteristics of the markets for the
stock of different issuers, there may be
circumstances under which an issuer
could effect repurchases outside of the
guidelines that would not raise
manipulative concerns. This is
especially the case in the context of the
uniform volume guidelines, which
cannot easily reflect those varying
market characteristics. As discussed
more fully below, the Commission
wishes to continue to receive the views
of any interested persons on whether
additional disclosure by the issuer
concerning the repurchase program
should affect the percentage level of
purchases that would be covered under
the safe harbor. In order to make it clear
that Rule 10b-18 is not the exclusive
means to effect issuer repurchases,
paragraph (c) of the rule provides that
no presumption shall arise that an issuer
or affiliated purchaser has violated
Section'9(a)(2) or Rule 10b-5 if the

S Paragraph (b) of the rule provides that any
issuer and its affiliated purchasers could not be held
liable under the anti-manipulative provisions of
Section 8(a)(2) of the Act or Rule 10b-5 under the
Act solely by reason of the number of brokers or
dealers used, and the time, price, and amount of
bids for or purchases of common stock of the issuer,
if such bids of purchases are effected in compliance
with all of the conditions of paragraph (b) of the
rule. Of course, Rule 10b-18 is not a safe harbor
from violations of Rule 10b-5 which may occur in
the course of an issuer repurchase program but
which do not entail manipulation. For example, Rule
10b-18 confers no immunity from possible Rule 10b-
5 liability where the issuer engages in repurchases
while in possession of favorable, material non-
public information concerning its securities.

purchases do not meet the conditions of
paragraph (b).

The remaining parts of the release
describe Rule 10b-18 and the
amendments to Rule 10b-6 and contrast _
those provisions to the proposals in the
October Release. Interested persons
should refer to the October Release for a
more detailed discussion of the general
background of the Commission’s
consideration of issuer repurchase
programs. In addition, interested
persons may wish to refer to a release
that the Commission recently issued
proposing for.comment several
amendments to its trading practices
rules, including Rule 10b-6.%

II. Safe Harbor Rule 10b-18
A. Coverage of Rule 10b-18

The safe harbor of paragraph (b) is
available for any bid or purchase that
constitutes a ‘‘Rule 10b-18 bid” or a
*“Rule 10b-18 purchase,” as defined in
the rule. Paragraph (a)(3) defines a Rule
10b-18 purchase as a purchase of
common stock of an issuer by or for the
issuer or any affiliated purchaser of the
issuer. Paragraph (a)(4) defines a Rule
10b-18 bid as a bid for securities that, if
accepted, or a limit order to purchase
securities that, if executed, would result
in a Rule 10b-18 purchase.”

B. General Antifraud Provision

Under paragraph (b) of proposed Rule
13e-2, a class of ifkuers defined as
“Section 13(e) issuers,” their affiliates,
affiliated purchasers, and any broker,
dealer, or other person acting on behalf
of these issuers, affiliates, or affiliated

purchasers would have been subject to a

broad general antifraud and anti-
manipulative prohibition in connection
with any bids or purchases of any equity
security of the issuer. The commentators
that addressed this provision opposed
its adoption for essentially two reasons.
First, they argued that it was
unnecessary in view of existing
provisions of the Act such as Section

- 9(a)(2) and Section 10(b) and Rule 10b-5

thereunder. Second, they argued that the
general nature of paragraph (b) would
detract from the certainty otherwise
provided by the rule.

$Securities Exchange Act Release No. 18528
{March 3, 1982), 47 FR 11482 (1982) {*Trading
Practices Release").

"The definition of a Rule 10b-18 purchase
excludes certain transactions that were never
intended to be the subject of regulation under an
issuer repurchase rule. Some of these transactions
were those enumerated in paragraph (f) of proposed
Rule 13e-2. In view of the changed regulatory
approach reflected in the rule and its more limited
coverage, some of the excepted transactions of
proposed Rule 13e-2(f) have been deleted in the
adopted rule.
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The Commission has reconsidered the
question of whether a general antifraud
provision is necessary in this context
and has concluded that it is not. The
sole purpose of the rule as adopted is to
provide a safe harbor from liability
under the anti-manipulative provisions

- of the Act. For that reason, the
Commission has determined not to
include a general antifraud provision in
Rule 10b~18.

C. Disclosure

Proposed Rule 13e-2 would have
.required issuers and affiliated

purchasers that sought to repurchase
more than two percent of the issuer’s
stock during any twelve-month-period
publicly to disclose certain specified
information prior to effecting any
purchases of the issuer’s stock.®In
addition, those persons would have
been required to disclose the specified
information to any exchange on which
the stock was listed for trading or to the
NASD if the stock was authorized for
quotation in NASDAQ.*®

Most of the commentators that
addressed the issue suggested that the
disclosure provisions were not
necessary in view of the existing
requirements of other provisions of the
federal securities laws {e.g., Section
10(b) and Rule 10b-5). Other
commentators stated that disclosure
obligations should depend on the
particular facts and circumstances
involved. Accordingly, they suggested
that per se disclosure requirements were
not appropirate, and, indeed, might
cause persons subject thereto to believe
that disclosure of other information was
unnecessary. Finally, commentators
cited practical compliance problems that
might arise, such as determining at the
beginning of any twelve-month period
whether the issuer would need to
purchase more than two percent of its
stock to satisfy corporate needs, and the
need to periodically update disclosure to
reflect material changes.

The proposed disclosure requirements
were not intended to be co-extensive
with other disclosure obligations.
Nevertheless, the Commission is
persuaded that the obligation to disclose
information concerning repurchases of
an issuer’s stock should depend on -
whether the information is material
under the circumstances, regardless of
whether such purchases are made as
part of a program authorized by a.
company's board of directors or
otherwise. The Commission has
therefore determined not to adopt the
specific disclosure requirements

8Proposed Rule 13e-2(d)(1).
°Proposed Rule '13e-2[d](2):

contained in paragraph (d) of proposed
Rule 13e-2, even as a safe harbor. Other
relevant provisions of the federal
securities laws and existing policies and
procedures of the various self-regulatory
organizations impose disclosure -
responsibilities that appear to be
sufficient to ensure that investors and
the marketplace in general receive
adequate information concerning issuer
repurchases. The Commission
emphasizes its belief that timely
disclosure of all material information in
the context of issuer repurchases may
significantly facilitate the maintenance
of an orderly market for the issuer’s
stock.

D. Definitions

Affiliated purchaser. Rule 10b-18
contains a definition of the term
“affiliated purchaser” that differs
somewhat from the definition of that
term as contained in proposed Rule 13e-
2.'° As proposed in Rule 13e-2, the
definition of affiliated purchaser would
have included natural persons acting
with the issuer for the purpose of
acquiring the issuer’s securities, ! as
well as persons who controlled the
issuer's purchases, or whose purchases
were controlled by, or were under
common control with, the issuer’s
purchases.? Commentators were critical
of the use of the terms “acting with” and
“control” because, in their view, those
terms are imprecise. Some
commentators noted that the use of
those terms suggested that all directors
and officers of the issuer would be
deemed to be affiliated purchasers and
therefore covered by the rule
notwithstanding the Commission’s
stated intent to the contrary. In
particular, they stated that the “control”
standard articulated in paragraph
(a)(2)(ii) of proposed Rule 13e-2 could
be interpreted to be the same as the
historical affiliation standard and
therefore would encompass more than
the control of actual purchasing activity
that the Commission intended the rule to
cover.

The commentators suggested that the
“acting with” standard should be
changed to an “acting in concert”
standard since the latter has particular
legal significance. Commentators also
suggested that the class of persons
defined in proposed paragraph (a)(2)(ii)
as affiliated purchasers should be
limited to persons that have day-to-day
responsibility for the issuer’s purchases.

1 The definition is similar to the definition of
affiliated purchaser recently proposed to be added
to Rule 10b-6. See Trading Practices Release, 47 FR
at11488. .

1 Proposed Rule 13e~2(a)(2)(i).

2 Proposed Rule 13e-2(a)(2)(ii).

In addition, commentators
recommended the addition of a proviso
in the definition that would specifically
except purchases by officers or directors
unless they otherwise were an affiliated
purchaser.

The Commission agrees with the
commentators that the concept of
“acting in concert” provides more legal
certainty than the standard proposed in

“the October Release. Accordingly, the
first part of the definition of affiliated
purchaser has been modified to include
the “acting in concert” standard instead
of the “acting with" standard.’® The
Commission believes that the “acting in
concer}” standard will cover the same
persons as proposed Rule 13e-2 was
intended to cover, including persons
acting with the issuer in purchasing the
issuer’s securities, regardless of whether
the purchases are made for the account
of the issuer itself.1*

As adopted, the second clause of the
definition of affiliated purchaser covers
any affiliate that, directly or indirectly,
controls the issuer’s Rule 10b-18
purchases, or whose purchases are
controlled by, or are under common
control with, those of the issuer.!® Under
this formulation, a person would not be
considered to be an affiliated purchaser
unless the person is an affiliate '* and
one of the three control standards is
met."?

‘Finally, to provide further guidance in
the definition of affiliated purchaser, the
Commission has added a proviso that
states, in part, that an officer or director
that participates in a decision to
authorize the issuer to make or effect
Rule 10b-18 bids or purchases will not
be considered to be an affiliated
purchaser on that basis alone.!®

The definition of affiliated purchaser
as proposed in Rule 13e-2 also would
have included affiliates who controlled
the issuer by means of ownership of the
issuer’s securities, and affiliates that
were not natural persons.'® The

13Rule 10b-18(a)(2)(i).

4 See October Release, 45 FR at 70895, note 30.

15 Rule-10b-18(a){(2)(ii).

'$The term "affiliate” is defined in paragraph
(a)(1) of the rule.

'"The determination of whether the affiliate
controls the issuer's purchases of its securities, or

- whether its purchases are controlled by, or are

under common.control with, the issuer's purchases,
would have to be made by the issuer or the other
persons involved in the transaction. The
Commission is of the view that in most cases
paragraph (a)(2)(ii) will cover, among other things,
purchases of a parent-issuer's stock by its
subsidiaries, and purchases of a subsidiary-issuer's
stock by the parent regardless of whether the
purchases are made for the account of the
subsidiary-issuer itself.

* Rule 10b-18(a)(2)(ii).

¥ Proposed Rule 13e-2(a)(2) (iii) and (iv).
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commentators were critical of the
application of the rule to these affiliates
in the absence of any evidence of
concerted activity or control over the
issuer's purchases of its securities. The
Commission agrees that paragraphs
(a)(2) (iii) and (iv) as proposed could be
overly broad, in the context of a safe
harbor or mandatory rule, in light of the
rationale underlying the affiliated
purchaser concept. Accordingly, it has
determined not to include in Rule 10b-18
paragraphs (a)(2) (iii) and (iv).?°

Trading Volume. The term trading
volume has been adopted in paragraph
(a)(11) of Rule 10b-18 with some
modification from the term as proposed
in Rule 13e-2. Generally, the term
defines trading volume as the average
daily trading volume over the preceding
four weeks. This calculation would then
be used in the context of the volume
provisions of the Rule, which provide a
safe harbor for daily purchases of up to
25% of the trading volume.

Proposed Rule 13e-2 would have
required that the issuer subtract from-
the trading volume figure all “Rule 13e-
2" purchases by or for the issuer,or an
affiliated purchaser.?! The rationale for
the exclusion was to assure that the
trading volume figures used to calculate
the permissible volume of issuer
purchases reflected only transactions
effected by persons other than issuers or
affiliated purchasers. Some
commentators stated that the
computations required to determine the
amounts to be excluded would impose a
substantial compliance burden on
issuers, affiliated purchasers and
broker-dealers that would be
disproportionate to the benefits sought
to be achieved by requiring the
exclusion. In addition, commentators
argued that, because of the volume
limits, the permissible volume of Rule
13e-2 purchases would not be increased
significantly if Rule 13e~2 purchases
were included in the calculation of the
average trading volume figure.

The Commission generally agrees that
compliance with the-volume conditions
would prevent any significant increase
in the permissible volume of purchases
that could result from including Rule

20 Whether affiliates that are not natural affiliates
or are affiliates by virtue of their stock ownership
would be affiliated purchasers under the rule
depends on the facts and circumstances of each
case. Nevertheless, the Commission is of the view
that exercise of controlling influence by such an
affiliate over the corporate matters of the issuer in
general may give rise to a presumption that it
controls purchases by the issuer. In addition,
depending on the facts and circumstances, such
affiliates could be deemed to be acting in concert.
with the issuer in connection with their purchases of
the issuer's security. See also note 16, supra.

# Proposed Rule 13e-2{a)(13).

10b-18 purchases in less than block size
in the trading volume figure. The
inclusion of block purchases by the
issuer, however, in calculating trading
volume could significantly increase the
amount of stock that could be purchased
within the volume limitations of the safe
harbor. Accordingly, the definition of
trading volume as adopted in Rule 10b-
18 would require the issuer or affiliated
purchaser to subtract block purchases
that are made by for the issuer or
affiliated purchaser from the trading
volume figure. R

Block. The Commission has
considered two alternative definitions of
the term “block.”?? The significance of
the term is that purchases of blocks are
excepted from the volume conditions.
Thus, an issuer that chooses to comply
with those conditions may purchase up
to 25% of the trading volume, and, in
addition, may purchase one or more
blocks, as defined. The amount of
securities purchased in block size need
not be included in determining whether
the 25% limitation had been reached.
The Commission has adopted the
simpler of the two definitions. Paragraph
{a)(14) of Rule 10b-18 defines a block as
that amount of stock that has an

aggregate purchase price of not less than -

$50,000 and, if the aggregate purchase
price is less than $200,000, 8 number of
shares that is not less than 5,000.

The Commission has considered
whether to require the issuer to exclude,
in calculating the amount of securities
that would constitute a block (i) any
amount of securities that a broker or
dealer had assembled or accumulated
for the purpose of sale or resale to the
issuer or to any affiliated purchaser, and
(ii) any amount that a broker-dealer had
sold short to the issuer or to an affiliated
purchaser if the issuer or affiliated
purchaser knew of had reason to know
that the sale was a short sale.

Some commentators suggested that
the issuer should be required to exclude
from a block only those shares that a

" broker or dealer had accumulated as

principal with the purpose of sale or
resale to the issuer or affiliated
purchaser. In their view, & broader
exclusion would impede normal block.
trading practices, since a broker could
not assemble a block on an agency basis
and then cross it as such on an
exchange. The commentator suggested
that this kind of transaction would not
have adverse market impact, or present
the opportunity for circumvention of the

#2Gee Proposed Rule 13e-2(a) (16A) and (16B).
Commentators generally supported adoption of the
simpler definition that was proposed in the October
Release as an alternative to the “sliding scale”
definition initially contained in the 1973 Proposal.

volume limitations, that led the
Commission to propose this part of the
block definition.2? The Commission
agrees with the commentators that these
concerns arise only where broker-
dealers accumulate blocks as principal
for the purpose of sale or resale to the
issuer or affiliated purchasers, and the
definition of the term block reflects that
judgment.?¢

Certain commentators also suggested
that the “know or have reason to know”
standard that was proposed to apply in
determining whether to exclude from an
amount of securities that otherwise
would constitute a block broker-dealer’s
short sales to the issuer should also
apply in determining whether to exclude
shares accumulated for the purpose of
resale to the issuer. The Commission
has modified the proviso accordingly.

E. Purchasing Conditions

In order to take advantage of the safe
harbor provided by Rule 10b-18, an
issuer or affiliated purchaser would
have to comply with all of the
conditions of paragraph (b) of the rule.®

1. Timing conditions. The conditions
that relate to the timing of purchases
have been adopted, for purposes of the
Rule 10b-18 safe harbor, substantially
as they were proposed in Rule 13e-2.
For a transaction in a NASDAQ
security, otherwise than on an
exchange, there need only be an
independent bid currently reported in
Level 2'of NASDAQ.2 For exchange
traded securities, if the Rule 10b-18
purchase is to be effected on an
exchange, the transaction cannot be the
opening transaction for the security on
such exchange, and the transactions
cannot be effected during the one-half
hour before the scheduled close of
trading on that exchange.?’

23The proviso to the block definition would also
have excluded from that definition any amount of
securities that the issuer or affiliated purchaser
acquired upon the exercise of a listed call option.
The Commission has not adopted this provision.

2 See October Release, 45 FR at 70897, n.39. Thus,
where a broker-dealer has sold to the issuer or to an
affiliated purchaser a block that contained shares
accumulated by the broker-dealer as principal for
the purpose of resale to the issuer or affiliated
purchaser, the transaction would not qualify as a
block unless the remaining shares independently
would be large enough to constitute a block under
the definition. If the issuer had determined to
comply with the volume provisions, the other shares
which were accumulated would have to be taken
into account in determining whether the volume
limitation had been reached.

*These conditions have been adopted
substantially in the same form as in proposed Rule
13e-2, although several liberalizing changes have
been made.

2 Rule 10b-18(b)(2)(iii).

27 Rule 10b-18(b}{2)(ii).

- Y
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For transactions in reported securities,
the Rule 10b-18 purchase cannot
constitute the opening transaction
reported on the consolidated tape.?®
Other time restrictions, as proposed in
Rule 13e-2, applicable to trading in
reported securities have been modified.
Proposed Rule 13e-2 would have
prohibited persons subject to the time
limitations from purchasing a reported
security for which the principal market
was a national securities exchange '
during the period commencing one-half
hour before the scheduled close of
trading in the principal market for the
security and ending with the termination
of the period in which last sale prices
were reported in the consolidated
system. Some commentators argued that
this limitation might have anti-
competitive effects because it would
prohibit trading by the issuer and any
affiliated purchaser on other exchanges
and in the over-the-counter markets for
a substantial period of time. Some
commentators suggested as an
alternative that the trading prohibition
should be only in the period within one-
half hour of the scheduled close of
trading in the market where the
transaction was proposed to be effected.
Another commentator suggested that
trading should be prohibited only during
the one-half hour before the termination
of the period in which last sale prices .

are reported in the consolidated system.

The timing conditions in Rule 10b-18
provide that an issuer or an affiliated
purchaser may effect; consistent with
the safe harbor provisions of the rule, a
transaction in a reported security (i) if
the principal market for such security is
an exchange, at a time other than during
the one-half hour before the scheduled
close of trading on the principal market,
or (ii) if the transaction is to be effected
on an exchange, at a time other than
during the one-half hour before the
scheduled close of trading on the
exchange on which the transaction is to
be effected, or (iii) if the transaction is to
be effected otherwise than on an
exchange, at a time other than during
the one-half hour before the termination
of the period in which last sale prices
are reported in the consolidated
system.?® The Commission believes that

*Rule 10b-18(b)(2)(i}(A). -

2 Rule 10b-18(b)(2)(i)(B)-(D). In the October
Release, the time limitations that were proposed for
reported securities were separated into one for
reported securities for which the principal market
was an exchange and one for those reported
securities for which the principal market was
otherwise than on an exchange. Proposed Rule 13e~
2{e)(2) (i) and (ii}. In view of the modifications
discussed in the text, the rule as adopted contains a
time limitation that is applicable to all reported
securities.

these limitations, as modified,

appropriately resolve the commentators’ °

concerns while achieving the objectives
of the time limitations.

2. Price conditions. The price
conditions have been adopted as
published in proposed Rule 13e-2. The
price limit for purchases of reported
securities would be the higher of the last
sale price reported in the consolidated
system or the highest independent
published bid, as defined in Rule 11Acl-
1(a)(9) [§ 240.11Acl-1(a)(9)] under the
Act, regardless of the market reporting
that figure.®® The price limit applicable
to purchases of exchange traded
securities in transactions on an
exchange is the higher of the highest
current independent bid quotation or the
last sale price on such exchange.®!

The pricing conditions of Rule 10b-18
provide that purchases of a NASDAQ

security otherwise than on an exchange .

may be made at a net price no higher
than the lowest current independent
offer quotation reported in Level 2 of
NASDAQ.32 Purchases of securities that
are neither NASDAQ securities nor
reported securities otherwise than on an
exchange may be made at the lowest
current independent offer quotation
ascertained on the basis of reasonable
inquiry.® In both cases, the purchase
price would include any commission
equivalent, mark-up, or differential paid
to a dealer.®*

3. Single broker-dealer limitation. A
condition that the issuer or affiliated
purchaser make purchases from or
through not more than one broker or
dealer on any day has been adopted as
proposed. Purchases may be made from
any number of broker-dealers in
transactions that are not solicited by the
issuer or affiliated purchaser. Some
commentators suggested that the
Commission should define what would
constitute a solicitation for purposes of
the rule. Whether a transaction has been
solicited necessarily depends on the
facts and circumstances of each case
and must be determined by those who
wish to rely on the rule’s safe harbor.
Although the Commission does not
believe it should define the term
solicitation, disclosure and
announcement of a repurchase program
would not necessarily cause all
subsequent purchases to be deemed
solicited. 3.

% Rule 10b-18(b)(3}(i).

31 Rule 10b-18(b)(3)(ii).

32 Rule 10b-18(b)(3)(iii).

33Rule 10b-18(b)(3)(iv}).

3 See Rule 10b=18(a){12).

33 See October Release, 45 FR at 70898, n. 47.

4. Volume conditions. The volume
conditions to the-safe harbor are more
liberal than those set forth in the
October Release. Under Rule 10b-18, an
issuer is permitted to purchase up to 25%
of the average daily trading volume over
the preceding four calendar weeks.
Under Rule 13e-2, that number was 15%.
The Commission has concluded that a
25% purchasing condition is appropriate
in that Commission cases concerning
manipulation in the context of issuer
repurchases have historically involved
conduct outside the conditions of Rule
10b-18, including a volume limitation of
25%.% The Commission also recognizes
that establishing a uniform condition
might be thought to suggest that
purchases in excess of the limitations
are per se manipulative. Accordingly,
the Commission has provided in
paragraph (c) of the rule that no
presumption shall arise that purchases
not in conformity with the limitations of
the safe harbor violate the anti-

“manipulative provisions of the securities

laws. The rule operates to impose no per
se volume prohibition on issuer
repurchases, and there may be
circumstances in which an issuer would
be justified in exceeding the volume
conditions.?” Repurchases outside of the
safe harbor that are manipulative, of
course, continue to be actionable under
the securities laws. :

F. Purchases on Behalf of Employee and
Shareholder Plans

The definition of a Rule 10b-18
purchase contained in paragraph (a) of
the rule excludes any purchase effected
by or for an issuer plan if the
transaction is effected by an agent
independent of the issuer.3® Those
purchases are not considered to be
attributable to the issuer and, therefore,
are not intended to be addressed by the
rule. The criteria contained in paragraph
(a)(6) of the rule that are used to
determine whether the purchasing agent
is independent of the issuer are

38The volume provisions have been modified to
make it clear that block purchases and privately-
negotiated purchases are not required to be
included in computing the 25% daily volume
limitation. In addition, the Commission has not
adopted that part of the volume limitations in
proposed Rule 13ed-2 that would have required the
inclusion of securities acquired through the exercise
of listed call options when computing the 256% daily
volume limitation.

3 For example, in some situations average trading
volumeduring the preceding four weeks may not be
representative of trading volume at the time of the
issuer's purchases. Where current trading volume is
substantially greater than that during the preceding
four weeks, the issuer may be justified in exceeding
the twenty five percent limitation.

38The terms “issuer plan” and “agent
independent of the issuer” are defined in
paragraphs (a)(5) and (a)(6) of the rule, respectively.
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designed to insulate the market in the
issuer's securities from influence by the
issuer or an affiliate.

Two changes, however, have been
made in paragraph (a)(6) as published in
proposed Rule 13e-2. First, to avoid the
possible need for various amendments
to existing issuer plans, the
commentators suggested that both
paragraph (a)(6), and the proviso to it,
should be drafted in terms of actual use
or exercise of control over the agent by
the issuer or affiliate rather than the
retention of the power to use or exercise
such control. The Commission has
adopted this suggestion.

The second change to paragraph (a)[6]
incorporates a new clause in the .
proviso. Certain commentators noted
that in many issuer plans, particularly
those which the issuer administers or
allocates shares purchased for the plan
to the participants’ accounts, the issuer
instructs the agent with respect to the

amount of shares it is to purchase over a

prescribed period of time. The amount to
be purchased is determined by a
formula set forth in the plan that-
generally is based on the amount of
contributions and the average market
price of the security over a prescribed
period of time. The new clause in the
proviso will permit the issuer to use
such a formula to determine the amount
. of shares to be purchased by the agent

without compromising the independence
of the agent so long as the issuer or |
affiliate does not revise the formula
more than once in any three-month
period.3®

Certain commentators also suggested
incorporating into the rule various
interpretive positions concerning
independent agents. For example, the
Commission stated in the October
Release that neither a common
directorship between the issuer and the
agent nor the issuer’s right to remove the
agent would by itself constitute control
over the agent.“° In addition, restrictions
imposed on the agent otherwise than by
the issuer,*! or which are required by

3 Under the definition of independent agent as °
modified, the issuer may revise not more than once
in any three-month period the basis for determining
the amount of its contributions to the plan or the
basis for determining the frequency of its
allocations to the plan. As proposed, the rule would
have permitted the issuer to make these revisions
not more than once in any six-month period. That
period has been reduced to three months at the
suggestion of the commentators who noted that
corporate decisions of this nature generally are.
made on a quarterly basis.

0 See October Release, 45 FR at 70901, n.71.

4! For example, the Commission’s Division of
Investment Management requires that purchases
with contributions to dividend reinvestment plans
be made within 30 days from the date contributions.
are received by the agent if the plan is not to be

other statutes,*? would not preclude a
determination that the agent was
independent. Commentators also
suggested incorporating into the rule a
provision that would permit the
imposition of certain controls if done in
“good faith" and without manipulative
intent.

As the Commission noted in the
October Release, the determination of
whether a control relationship exists
between the issuer and the agent is a
factual one to be made by the issuer.** It
is not possible to incorporate in the rule
or in a release every possible .
interpretive position concerning
independent agents, since the issue of
whether a control relationship exists
necessarily will depend on the
particular facts and circumstances.
Accordingly, the Commission has
determined not to attempt to further
delineate that relationship in Rule 10b-

.18. Nevertheless, the Commission

reaffirms the interpretive positions
expressed in the October Release with
respect to independent agents.

III. Solicitation of Views: Continuing
Review of Issuer Repurchases and Rule
10b-18

The Commission intends to monitor
the operation of issuer repurchase
programs to determine the effects of
Rule 10b-18 on those programs and the
market for an issuer’s securities. In view
of the Commission’s ongoing interest in
this area, it continues to solicit the
advice and views of all interested
persons on the effects of Rule 10b-18
and whether the rule can be improved. It
has been suggested, for example, that an
issuer should have the benefit of a safe
harbor where purchases exceed the
percentage volume limitation of Rule
10b-18 and additional disclosure is
made concerning the repurchases. The
Commission is interested in whether
dissemination of additional information
by an issuer during its repurchase
program, perhaps on a daily basis,
should affect the availability of the safe
harbor. Such information might include
a further statement of the purpose and
expected duration of the repurchase
program, the amount of shares acquired
or to be acquired on a particular day
and the time of day or time period
during the day the purchase or

. purchases are made or are proposed to

deemed an investment company. See October
Release, 45 FR at 70901, n.73.

“?For example, trustees for plans subject to the
Employee Retirement Income Security Act of 1974,.
29 U.S.C. 1001 et seq., generally are required to
purchase the issuer's securities at “fair market
value” at the time purchases are made. See October
Release, 45 FR at 70902, n.74. :

43 See October Release, 45 FR at 70901, n.71.

be made. Commentators are invited to
address the question of whether, if this
(or other) information is disseminated in
a full and timely fashion, the issuer
should be afforded the protections of the
safe harbor notwithstanding the fact
that its purchases exceed the current
twenty five percent limitation. In this
regard, the following additional
questions may be relevant:

1. When should the information be
disclosed (i.e., before or after the shares
are acquired)?

2. How should the information be
disclosed (e.g., by press release and
notification to the exchange on which
the securities are registered and listed
for trading and to the NASD if the
securities are authorized for quotation in
NASDAQ)?

3. Would daily disclosure of such
information add to or detract from the
maintenance of a fair and orderly
market for the issuer’s stock?

4. Could the information be
disseminated in a full and timely fashion
that would protect the markets and
investors?

5. Can a disclosure requirement be
devised, in the context of a rule like
Rule 10b-18, that would assure that
manipulative practices do not occur or
that those who engage in such practices
are not insulated from liability?

1IV. Amendments to Rule 10b-6

As reproposed for comment in the
October Release, an amendment to Rule
10b-6 would have provided an
exception from that rule for purchases of
securities that were the subject of a
“technical” distribution (i.e., the issuer
had outstanding securities immediately
convertible into or exchangeable for the
security to be purchased), provided that

the purchases were made in compliance

with Rule 13e-2.

The Commission has adopted the
amendment with modifications.
Paragraph (f) of Rule 10b-6 now
provides that the rule shall not apply to
bids for or purchases of any security,
any security of the same class and
series as such security, or any security
that is convertible into, or exchangeable
or exercisable for, such security, solely
because the issuer or a subsidiary of the
issuer has outstanding securities that
are immediately convertible into or,
exchangeable or exercisable for, that
equity security. The effect of the
amendment is to eliminate the need for
an issuer or any person whose
purchases would be attributable to the .
issuer to seek specific exemptive or
interpretive relief from Rule 10b-6 to
permit purchases of any class of the
issuer’s stock solely because the issuer
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is engaged in a technical distribution.**
Rule 10b-6 continues to apply, however,
to purchases of any security that is the
subject of any other kind of distribution,
any security of the same class and
series as that security, or any right to
purchase any such security.

The Commission has adopted the
second amendment to Rule 10b-6
proposed in the October Release
concerning purchases by independent
agents. Paragraph (g) now provides that
a bid for or purchase of any security
made or effected by or for a plan *° shall
be deemed to be a purchase by the
issuer unless the bid is made, or the
purchase is effected, by an agent
independent of the issuer, as that term is
defined in Rule 10b-18(a)(6).

V. Certain Findings, Effective Date and
Statutory Basis

Section 23(a)(2) of the Act *¢requires
the Commission, in adopting rules under
the Act, to consider the anti-competitive
effect of such rules, if any, and to
balance any impact against the
regulatory benefits gained in terms of
furthering the purposes of the Act. The
Commission has considered Rule 10b-18
and the related amendments to Rule
10b-6 in light of the standards cited in
Section 23(a)(2) and believes that
adoption of the rule and the
amendments will not impose any burden
on competition not necessary or
appropriate in furtherance of the Act. In
addition, since proposed Rule 13e-2 was
proposed for comment before January 1,
1981, and since additional notice and
comment are not necessary for the
adoption of Rule 10b-18,*” the
Commission finds that the regulatory
flexibility analysis provisions of the
Regulatory Flexibility Act*® are not
applicable.

- The Commission finds, in accordance
with the Administrative Procedure Act
(“APA”), 5 U.S.C. 553(d), that the

““Rule 10b-18 supersedes all exemptions from
Rule 10b-6 currently in effect that require the issuer
or persons whose purchases are attributable to the
issuer to make purchases in compliance with the
conditions set forth in Appendix C (See 2 Fed. Sec.
L. Rep. (CCH) § 22,727) solely because the issuer
has convertible securities or warrants outstanding.

Several commentators suggested that Rule 10b-6
should be amended to reflect the staff’s position
concerning issuer repurchases during an offering of
securities by affiliates of the issuer on a “shelf”’
registration statement, and repurchases after the
time the issuer has reached an agreement in
principle with respect to an acquisition that may
involve a distribution of the issuer's stock. Although
the Commission has determined not to amend the
rule at this time, it has proposed certain changes
with respect to these positions. See Trading
Practices Release, 47 FR at 11489.

“The term “plan” is defined in Rule 10b-6(c)(4).

415 U.8.C. 78w(a)(2).

41 See n.3 supra.

- 451.8.C. 603-04.

adoption of Rule 10b-18 and the
amendments to Rule 10b-6, relieve
mandatory restrictions and do not
impose other substantive requirements.
Accordingly, the foregoing action
becomes effective immediately.

List of Subjects in 17 CFR Part 240
Reporting requirements, Securities.

Text of Rule 10b-18 and Amendment to
Rule 10b-6

Part 240 of Chapter 11 of the Code of
Federal Regulations is amended as
follows:

PART 240—GENERAL RULES AND
REGULATIONS, SECURITIES
EXCHANGE ACT OF 1934

1. By adding 17 CFR 240.10b-18 as

" follows:

§ 240.10b-18 Purchases of certain equity
securities by the issuer and others.

(a) Definitions. Unless the context
otherwise requires, all terms used in this
section shall have the same meaning as
in the Act. In addition, unless the
context otherwise requires, the
following definitions shall apply:

(1) The term “affiliate” means any
person that directly or indirectly
controls, is controlled by, or is under
common control with, the issuer;

(2) The term “affiliated purchaser”
means:*

(i) A person acting in concert with the
issuer for the purpose of acquiring the
issuer’s securities; or )

(ii) An affiliate who, directly or
indirectly, controls the issuer’s
purchases of such securities, whose
purchases are controlied by the issuer or
whose purchases are under common
control with those of the issuer;

Provided, however, That the term
“affiliated purchaser” shall not include a
broker, dealer, or other person solely by
reason of his making Rule 10b~18 bids or
effecting Rule 10b-18 purchases on
behalf of the issuer and for its account
and shall not include an officer or
director of the issuer solely by reason of
his participation in the decision to
authorize Rule 10b-18 bids or Rule 10b-
18 purchases by or on behalf of the
issuer;

{3) The term “Rule 10b-18 purchase”
means a purchase of common stock of
an issuer by or for the issuer or any
affiliated purchaser of the issuer, but
does not include any purchase of such
stock

(i) Effected by or for an issuer plan by
an agent independent of the issuer;

(ii) If it is a fractional interest in a
security, evidenced by a script

certificate, order form, or similar
document;

(iii) Pursuant to a merger, acquisition,
or similar transaction involving a
recapitalization;

(iv) Which is subject to Rule 13e-1
under the Act [§ 240.13e-1];

(v) Pursuant to a tender offer that is
subject to Rule 13e—4 undér the Act
[§ 240.13e—4] or specifically excepted
therefrom;

(vi) Pursuant to a tender offer that is
subject to Section 14(d) of the Act and
the rules and regulations thereunder.

(4) The term “Rule 10b-18 bid"” means
(i) A bid for securities that, if accepted,
or (ii) A limit order to purchase
securities that, if executed, would result
in a Rule 10b-18 purchase;

(5) The term “issuer plan” means any
bonus, profitsharing, pension,
retirement, thrift, savings, incentive,
stock purchase, stock option, stock
ownership, dividend reinvestment or
similar plan for employees or security
holders of the issuer or any affiliate;

(6) The term *‘agent independent of
the issuer” means d trustee or other
person who is independent of the issuer.
The agent shall-be deemed to be
independent of the issuer only if

(i) The agent is not an affiliate of the
issuer; and

(ii) Neither the issuer nor any affiliate

f the issuer exercises any direct or
indirect control or influence over the
times when, or the prices at which, the
independent agent may purchase the
issuer’s common stock for the issuer
plan, the amounts of the security to be
purchased, the manner in which the
security is to be purchased, or the
selection of a broker or dealer (other
than the independent agent itself)
through which purchases may be
executed; - :

Provided, however, That the issuer or its
affiliate will not be deemed to have such
control or influence solely because it
revises not more than once in any three-
month period the basis for determining
the amount of its contributions to the
issuer plan or the basis for determining
the frequency of its allocations to the
issuer plan, or any formula specified in
the plan that determines the amount of
shares to be purchased by the agent;

{7) The term “consolidated system”
means the consolidated transaction
reporting system contemplated by Rule
11Aa3-1 [§ 240.11Aa3-1];

(8) The term “reported security”
means any security as to which last sale
information is reported in the
consolidated system;

(9) The term *“exchange traded
security” means any security, except a
reported security, that is listed, or
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admitted to unlisted trading privileges,
on a national securities exchange;

(10) The term “NASDAQ security”
means any security, except a reported
security, as to which bid and offer
quotations are reported in the
automated quotation system
(“NASDAQ") operated by the National
Association of Securities Dealers, Inc.
(*“NASD"});

(11) The term “trading volume”

- means:

(i) With respect to a reported security,
the average daily trading volume for the
security reported in the consolidated
system in the four calendar weeks
preceding the week in which the Rule
10b-18 purchase is to be effected or the
Rule 10b-18 bid is to be made;

(ii) With respect to an exchange
traded security, the average of the
aggregate daily trading volume,
including the daily trading volume
reported on all exchanges on which the
security is traded and, if such security is
also a NASDAQ security, the daily
trading volume for such security made
available by the NASD, for the four
calendar weeks preceding the week in
which the Rule 10b-18 purchase is to be
effected or the Rule 10b-18 bid is to be
made; -

(iii) With respect to a NASDAQ
security that is not an exchange traded
security, the average daily trading
volume for such security made available
by the NASD for the four calendar
weeks preceding the week in which the
Rule 10b-18 purchase is to be effected or
the Rule 10b-18 bid is to be made;
Provided, however, That such trading
volume under paragraphs (a){11) (i), (ii)
and (iii) of this section shall not include
any Rule 10b-18 purchase of a block by
or for the issuer or any affiliated
purchaser of the issuer;

(12) The term “purchase price” means
the price paid per share

(i) For a reported security, or an
exchange traded security on a national
securities exchange, exclusive of any
commission paid to a broker acting as
agent, or commission equivalent, mark-
up, or differential paid to a dealer;

(ii) For a NASDAQ security, or a
security that is not a reported security or
a NASDAQ security, otherwise than on
a national securities exchange, inclusive
of any commission equivalent, mark-up,
or differential paid to a dealer;

(13) The term “round lot” means 100
shares or other customary unit of
trading for a security;

(14) The term “block” means a
quantity of stock that either

(i) Has a purchase price of $200,000 or
more; or

(ii) Is at least 5,000 shares and has a
purchase price of at least $50,000; or

(iii) Is at least 20 round lots of the
security and totals 150 percent or more
of the trading volume for that security
or, in the event that trading volume data
are unavailable, is at least 20 round lots
of the security and totals at least one-
tenth of one percent (.001) of the
outstanding shares of the security,
exclusive of any shares owned by any
affiliate;

Provided, however, That a block under
paragraphs (a)(14) (i), (ii)-and (iii) of this
section shall not include any amount
that a broker or a dealer, acting as
principal, has accumulated for the
purpose of sale or resale to the issuer or
to any affiliated purchaser of the issuer
if the issuer or such affiliated purchaser
knows or has reason to know that such
amount was accumulated for such
purpose, nor shall it include any amount
that a broker or dealer has sold short to
the issuer if the issuer or such affiliated
purchaser knows or has reason to know
that the sale was a short sale.

(b) Conditions to be met. In
connection with a Rule 10b-18 purchase.
or with a Rule 10b-18 bid that is made
by the use of any means or
instrumentality of interstate commerce
or of the mails, or of any facility of any
national securities exchange, an issuer,
or an affiliated purchaser of the issuer,
shall not be deemed to have violated
Section 9(a)(2) of the Act or Rule 10b-5
under the Act, solely by reason of the
time or price at which its Rule 10b-18
bids or Rule 10b-18 purchases are made
of the amount of such bids or purchases
or the number of brokers or dealers used
in connection with such bids or
purchases if the issuer or affiliated
purchaser of the issuer:

(1) (One broker or dealer) Effects all
Rule10b-18 purchases from or through
only one broker on any single day, or, if
a broker is not used, with only one
dealer on a single day, and makes or
causes to be made all Rule 10b-18 bids
to or through only one broker on any
single day, or, if a broker is not used, to
only one dealer on a single day; ’
Provided, however, That

(i) This paragraph (b)(1) shall not
apply to Rule 10b-18 purchases which
are not solicited by or on behalf of the
issuer or affiliated purchaser; and

(ii) Where Rule 10b—18 purchases or
Rule 10-b18 bids are made by or on
behalf of more than one affiliated
purchaser of the issuer (or the issuer and
one or more of its affiliated purchasers)
on a singe day, this paragraph {(b){1)
shall apply to all such bids and
purchases in the aggregate; and

(2) (Time of purchases) Effects all
Rule 10b-18 purchases from or through a
borker or dealer

(i(YIna reportéd security, (A) such that

. the pruchase would not constitute the

opening transaction in the security
reported in the consolidated system; and
(B) if the principal market of such
security is an exchange, at a time other
than during the one-half hour before the
scheduled close of trading on the
principal market; and (C) if the purchase
is to be made on an exchange, at a time
other than during the one-half hour
before the scheduled close of trading on
the national securities exchange on
which the purchase is to be made; and
(D) if the purchase is to be made
otherwise than on a national securities
exchange, at a time other than during
the one-half hour before the termination
of the period in which last sale prices
are reported in the consolidated system;

(ii) In any exchange traded security,
on any national securities exchange, (A)
such that the Rule 10b~18 purchase
would not constitute the opening
transaction in the security on such
exchange; and (B) at a time other than .
during the one-half hour before the
scheduled close of tradmg on the
exchange;

(iii) In any NASDAQ security,
othewise than on a national securities
exchange, if a current independent bid

" quotation for the security is reported in

Level 2 of NASDAQ; and

(3) (Price of purchase) Effects all Rule
10b-18 purchases from or through a
broker or dealer at a purchase price, or
makes or causes to be made all Rule
10b-18 bids to or through a borker or
dealer at a price.

(i) For a reported security, that is not
higher than the published bid, as that
term is defined in Rule 11Ac1-1(a)(9)
under the Act, that is the highest current
independent published bid or the last
independent sale price reported in the
consolidated system, whichever is
higher;

(ii) On a national securities exchange,
for an exchange traded security, that is
not higher than the current independent
bid quotation or the last independent
sale price on that exchange, whichever
is higher; )

(iii) Otherwise than on a national
securities exchange for a NASDAQ
security, that is not-higher than the
lowest current independent offer
quotation reported in Level 2 of
NASDAQ; or

(iv) Otherwise than on a national
securities exchange, for a security that is
not a reported security or a NASDAQ
security, that is not higher than the
lowest current independent offer
quotation, determined on the basis of
reasonable inquiry; and
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(4) (Volume of purchases) Effects from
or through a broker or dealer all Rule
10b-18 purchases other than block
purchases

(i) Of a reported security, an exchange
traded security or a NASDAQ security,
in an amount that, when added to the
amounts of all other Rule 10b-18
purchases, other than block purchases,
from or through a broker or dealer
effected by or for the issuer or any on
that day, does not exceed the higher of
(A) one round lot or (B) the number of
round lots closet to 25 percent of the
trading volume for the security;

(ii} Of any other security, in an
amount that (A) when added to the
amounts of all other Rule 10b-18
purchases, other than block purchases,
from or through a broker or dealer
effected by or for the issuer or any
affiliated purchaser of the issuer on that
day, does not exceed one round lot or
(B) when added to the amounts of all
other Rule 10b-18 purchases other than
block purchases from or through a
broker or dealer effected by or for the °
issuer or any affiliated purchaser of the
issuer during that day and the preceding
five business days, does not exceed 1/
20th of one percent (0.0005) of the,
outstanding shares of the security,
exclusive of shares known to be owned
beneficially by affiliates.

.(c} No presumption shall arise that an
issuer or affiliated purchaser of an
issuer has violated Sections 9(a)(2) or
10(b) of the Act or Rule 10b-5 under the
Act if the Rule 10b-18 bids or Rule 10b-
18 purchases of such issuer or affiliated
purchaser do not meet the conditions
specified in paragraphs (b} (1) through
(b) (4) of this section.

2. By revising paragraph (f) of
§ 240.10b-6, redesignating paragraph (g)

_thereof as paragraph (h), and adding a
new paragraph (g), as follows

§240.10b-6 Prohibitions against trading
by persons interested in a distribution.

* * * * * —

(f) The provisions of this section shall
not apply to bids for or purchases of any
security of an issuer, any security of the
same class and series as such security,
or any security immediately convertible
into, or exchangeable or exerciseable
for, any such security.selely because the
issuer or a subsidiary of such issuer has
outstanding securities which are
immediately convertible into, or
exchangeable or exerciseable for, such
security.

{g) A bid for or purchase of any
security made or effected by or for a
plan shall be deemed to be a purchase
by the issuer unless the bid is made, or
the purchase is effected, by an agent
independent of the issuer, as that term is

defined in Rule 10b-18(a)(6)_under the

Act.
Statutory Authority

The Commission hereby adopts Rule
10b-18 and the amendments to Rule
10b-6 pursuant to the provisions of
Sections 2, 3, 9(a)(6), 10({b), 13(e), 15(c)
and 23(a), 15 U.S.C. 78b, 78c, 78i(a)(6),
78j(b), 78m(e), 780(c) and 78w(a).

By the Commission.

George A. Fitzsimmons,
Secretary.

November 17, 1982.

[FR Doc. 82-32367 Filed 11-24-82; 8:45 am|
BILLING CODE 8010-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Part 271

[Docket No. RM 79-76-133 (Colorado-29),
Order No. 269]

High-Cost Gas Produced From Tight
Formations

AGENCY: Federal Energy Regulatory
Commission, DOE
ACTION: Final rule.

SUMMARY: The Federal Energy

" Regulatory Commission is authorized by

section 107{c)(5) of the Natural Gas
Policy Act of 1978 to designate certain
types of natural gas as high-cost gas
where the Commission determines that
the gas is produced under conditions
which present extraordinary risks or
costs. Under section 107(c)(5), the
Commission issued a final regulation
designating natural gas produced from
tight formations as high-cost gas which
may recieve an incentive price (18 CFR
271.703). This rule established
procedures for jurisdictional agencies to
submit to the Commission
recommendations of areas for
designation as tight formations. This
final order adopts the recommendation
of the Colorado Qil and Gas
Conservation Commission that the J
Sand Formation be designated as a tight
formation under § 271.703.

EFFECTIVE DATES: This is effective
November 22, 1982.

FOR FURTHER INFORMATION CONTACT:
Leslie Lawner, (202) 357-8511 of Victor
Zabel, (202) 357-8616.

SUPPLEMENTARY INFORMATION:
Issued November 22, 1982

The Commission hereby amends
§ 271.703(d) of its regulations to include

the ] Sand Formation located in Adams
and Arapahoe Counties, Colorado, as a
designated tight formation eligible for
incentive pricing under § 271.703. The
amendment was proposed in a Notice of
Proposed Rulemaking by the Director,
Office of Pipeline and Producer
Regulation on August 17, 1982 (47 FR
36435, August 20, 1982),' based on a
recommendation by the Colorado Oil
and Gas Conservation Commission
(Colorado) in accordance with

§ 271.703(c)(2)(ii) that the ] Sand
Formation be designated as a tight
formation.

Evidence submitted by Colorado
supports the assertion that the | Sand
Formation meets the guidelines
contained in § 271.703(c)(2). The
Commission hereby adopts the Colorado
recommendation.

This amendment shall become
effective immediately. The Commission
has found that the public interest
dictates that new natural gas supplies
be developed on an expedited basis,
and, therefore, incentive prices should
be made available as soon as possible.
The need to make incentive prices
available immediately establishes good
cause to waive the thirty-day
publication period.

List of Subjects in 18 CFR Part 271

Natural gas, Incentive price, Tight
formations.
(Department of Energy Organization Act, 42
U.S.C. 7101 et seq.; Natural Gas Policy Act of
1978, 15 U.S.C. 3301-3432; Administrative -
Procedure Act, 5 U.S.C. 553.)

In consideration of the foregoing, Part
271 of Subchapter H, Chapter I, Code of
Federal Regulations, is amended as set
forth below, effective November 22,
1982.

By the Commission.
Kenneth F. Plumb,
Secretary.

PART 271—{AMENDED]

Section 271.703(d) is amended by
adding a new subparagraph (114) to
read as follows:

§ 271.703 Tight formations.

* * * * *

(d) Designated tight formations.

* * * * *

(114) The J Sand Formation in
Colorado. RM79-76-133 (Colorado-29).
(i) Delineation of formation. The |

Sand Formation is located in Adams

! Comments on the proposed rule were invited
and one comment supporting the recommendation
was received. No party requested a public hearing
and no hearing was held.
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and Arapahoe Counties, Colorado,
approximately 24 miles due east of the
city of Denver. The ] Sand Formation
underlies Township 3 South, Range 62
West, Sections 17 through 20, and 29
through 32; Township 3 South, Range 63
West, Sections 13 through 36; Township
4 South, Range 62 West, Sections 5
through 8, 17 through 20, and 29 through
32; and Township 4 South, Range 63, All
Sections, 6th P. M.

(ii) Depth. The J Sand Formation
ranges in thickness from 20 to 180 feet.
The average depth to the top of the J.
Sand Formation is 7,700 feet.

{FR Doc. 82-32307 Filed 11-24-82; 8:45 am]
BILLING CODE 6717-01-M

18 CFR Part 271

[Docket No. RM79-76-126 (Colorado-27
Order No. 268]

High-Cost Gas Produced From Tight
Formations

AGENCY: Federal Energy Regulatory
Commission, DOE.

ACTION: Final rule.

SUMMARY: The Federal Energy
Regulatory Commission is authorized by
section 107(c)(5) of the Natural Gas
Policy Act of 1978 to designate certain
types of natural gas as high-cost gas
where the Commission determines that
the gas is produced under conditions
which present extraordinary risks or
costs. Under section 107(c)(5), the
Commission issued a final regulation
designating natural gas produced from
tight formations as high-cost gas which
may receive an incentive price (18 CFR
271.703). This rule established
procedures for jurisdictional agencies to
submit to the Commission
recommendations of areas for
designation as tight formations. This
final order adopts the recommendation
of the Colorado Oil and Gas
Conservation Commission that the
Mancos “B” be designated as a tight
formation under § 271.703(d).

EFFECTIVE DATE: This rule is effective
November 22, 1982,

FOR FURTHER INFORMATION CONTACT:
Leslie Lawner, (202) 357-8511 or Victor
Zabel (202) 357-8616.

SUPPLEMENTARY INFORMATION:

Issued: November 22, 1982,

The Commission hereby amends
§ 271.703(d) of its regulations to include
the Mancos “B” Formation located in
Rio Blanco County, Colorado, as a
designated tlght formation eligible for
incentive pricing under § 271.703. The

amendment was proposed in a Notice of
Proposed Rulemaking by the Directar,
Office of Pipeline and Producer
Regulation, issued July 23, 1982 (47 FR
32730, July 29,1982),' based on a
recommendation by the Colorado Oil
and Gas Conservation Commission
(Colorado) in accordance with § 271.703,
that the Mancos “B" Formation be
designated as a tight formation

Evidence submitted by Colorado
supports the assertion that the Mancos
“B" Formation meets the guidelines
contained in § 271.703(c)(2). The
Commission adopts the Colorado
recommendation.

. This amendment shall become
effective immediately. The Commission
has found that the public interest
dictates that new natural gas supplies
be developed on an expedited basis,
and, therefore, incentive prices should
be made available as soon as possible.
The need to make incentive prices
immediately available establishes good
cause to waive the thirty-day
publication period.

.List of Subjects in 18 CFR Part 271

Natural gas, Incentive price, Tight
formations.

(Department of Energy Organization Act, 42

U.S.C. 7101 et seq.; Natural Gas Policy Act of

1978, 15 U.S.C. 3301-3432; Administrative
Procedure Act, 5 U.S.C. 553)

In consideration of the foregoing, Part
271 of Subchapter H, Chapter I, Code of
Federal Regulations, is amended as set
forth below, effective November 22,
1982.

By the Commission.

Kenneth F, Plumb,
Secretary.

PART 271—[AMENDED]

Section 271.703(d) is amended by
revising subparagraph (112) to read as
follows:

' §271.703 Tight formations.

* * * * *

(d) Designated tight formations.
* * . * * *
(112) Mancos “B" Formation in
Colorado. RM79--76-126 (Colorado-27).

(i) Delineation of formation. The

Mancos “B" Formation is located in the
Douglas Creek Arch area of western
Calorado, in Rio Blanco County. The
Mancos “B" Formation underlies -
Township 1 North, Range 101 West,
Sections 17 through 20 and 29 through
32; Township 1 North, Range 102 West,
Section 7 through 8 and 13 through 36;

! Comments were invited on the proposed rule
and one favorable comment was received. No party
requested a hearing and no hearing was held.

Townships.1 North and 1 South, Range
103 West, all sections; Townships 1
North and 1 South, Range 104 West,
Sections 1 through 3, 10 through 15, 22
through 27, and 34 through 36; Township
1 South, Range 102 West, Sections 1
through 10, 16 through 21, and 28 through
33; Township 2 South, Range 102 West,
Sections 4 through 6; Township 2 South,
Range 103 West, Sections 1 through 6,
17, 18, 20, 29, 32, and 33; and Township 2
South, Range 104 West, Sections 1
through 3 and 10 through 15. :

(ii) Depth. The Mancos *“B" Formation
ranges in thickness from 150 to 325 feet.
The average depth to the top of the
Mancos “B” Formation is 3,000 feet.

[FR Doc. 82-32392 Filed 11-24-82; 8:45 am]
BILLING CODE 6717-01-M

18 CFR Part 271

\

[Docket No. RM79-76-114 (Texas-23);
Order No. 267]

High-Cost Gas Produced From Tight
Formations

AGENCY: Federal Energy Regulhtbry
Commission, DOE,

ACTION: Final*ule.

SUMMARY: The Federal Energy
Regulatory Commission is authorized by -
section 107(c)(5) of the Natural Gas
Policy Act of 1978 to designate certain
types of natural gas as high-cost gas
where the Commission determines that
the gas is produced under conditions
which present extraordinary risks or
costs. Under section 107(c)(5), the
Commission issued a final regulation
designating natural gas produced from
tight formations as high-cost gas which
may receive an incentive price (18 CFR
271.703). This rule established
procedures for jurisdictional agencies to
submit to the Commission
recommendations of areas for
designation as tight formations. This
final order adopts the recommendation
of the Railroad Commission of Texas
that the Clearfork Formation be
designated as a tight formation under
§ 271.703(d).
EFFECTIVE DATE: This rule is effective
November 22, 1982.
FOR FURTHER INFORMATION CONTACT:
Leslie Lawner, (202) 357-8511 or Walter
Lawson, (202) 357-8556.
SUPPLEMENTARY INFORMATION:

Issued: November 22, 1982,

The Commission hereby amends
§ 271.703(d) of its regulations to include
the Clearfork Formation in Pecos
County, Texas as a designated tight
formation eligible for incentive pricing
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under § 271.703. The amendment was
proposed in a Notice of Proposed
Rulemaking by the Director, Office of
Pipeline and Producer Regulation, issued
May 25, 1982 (47 FR 23752, June 1, 1982) !
based on a recommendation by the
Railroad Commission of Texas (Texas)
in accordance with § 271.703, that the
Clearfork Formation be designated as a
tight formation.

Evidence submitted by Texas
supports the assertion that the Clearfork
Formation meets the guidelines
contained in § 271.703(c)(2). The
Commission adopts the Texas
recommendation.

This amendment shall become
effective immediately. The Commission
has found that the public interest
dictates that new natural gas supplies
be developed on an expedited basis,
and, therefore, incentive prices should
be made available as soon as possible.
The need to make incentive prices *
immediately available establishes good
cause to waive the thirty-day
publication period.

List of Subjects in 18 CFR Part 271

Natural gas, Incentive price, Tight
formations.

(Department of Energy Organization Act, 42
U.S.C. 7101 &t seq.; Natural Gas Policy Act of
1978, 15 U.S.C. 3301-3432; Administrative
Procedure Act, 5 U.S.C. 553)

In consideration of the foregoing, Part
271 of Subchapter H, Chapter I, Code of
Federal Regulations, is amended as set
forth below, effective November 22, 1982

By the Commission.
Kenneth F. Plumb,
Secretary

PART 271—[AMENDED]

Section 271.703(d) is amended by
adding a new subparagraph (113} to
. read as follows:

§ 271.703 Tight formation.

* * * * *

(d) Designated tight formation.
(113) The Clearfork Formation in
Texas. RM79-76-114 (Texas-23).

(i) Delineation of formation. The
Clearfork Formation is found in Pecos
County, Texas. The designated area is
located approximately 12 miles
southeast of the City of Imperial, Texas,
within the H&TC RR Block 2 and H&GN
RR Block 9 Surveys.

(ii) Depth. The top of the Clearfork
Formation ranges from a measured

!Comments were invited on the proposed rule
and one comment supporting the recommendation
was received. No party requested a hearing and no
hearing was held.

depth of 2,900 feet in the west to 3,000
feet in the east. A typical Clearfork
section occurs between the measured
depths of 2, 895 feet and 4,124 feet, on
the well log of the George T. Abell No.
1-A Well.

{FR Doc. 82-32393 Filed 11-24-82: 8:45 am]

BILING CODE 6717-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 74, 81, and 82
[Docket No. 82N-0307]

D&C Red No. 27 and D&C Red No. 28;
Confirmation of Effective Date-

AGENCY: Food and Drug Administration.

ACTION: Final rule; confirmation of
effective date.

SUMMARY: The Food and Drug
Administration (FDA) is confirming the
effective date of October 29,1982, for
regulations that permanently list D&C
Red No. 27 and D&C Red No. 28 as color

. additives for general use in drugs and

cosmetics.

FOR FURTHER INFORMATION CONTACT:
Mary W. Lipien, Bureau of Foods (HFF-
334), Food and Diug Administration, 200
C St. SW., Washington, DC 20204, 202-
472-5740.

SUPPLEMENTARY INFORMATION: FDA
published a final rule in the Federal
Register of September 28, 1982 (47 FR
42566), that amended the color additive
regulations by “permanently” listing
D&C Red No. 27 under §§ 74.1327 and
74.2327 (21 CFR 74.1327 and 74.2327) and
D&C Red No. 28 under §§ 74.1328 and
74.2328 (21 CFR 74.1328 and 74.2328).
The final rule also amended § 81.1(b) (21
CFR 81.1{b)) by removing D&C Red No.
27 and D&C Red No. 28 from the
provisional lists of color additives and

§ 81.27(d) (21 CFR 81.27(d)) by removing
D&C Red No. 27 and D&C Red No. 28
from the conditions of provisional

* listing. Additionally, the final rule

amended § 82.1327 (21 CFR 82.1327) for
D&C Red No. 27 to conform the identity

--and specifications to the requirements of

§ 74.1327(a)(1) and (b) (21 CFR )
74.1327(a)(1) and (b)) and amended

§ 82.1328 (21 CFR 82.1328) for D&C Red
No. 28 to conform the identity and
specifications to the requirements of

§ 74.1328(a)(1) and (b) (21 CFR
74.1328{a)(1) and (b)).

FDA gave interested persons untll
October 28, 1982, to file objections. The
agency did not receive any objections or
requests for a hearing on any aspect of
the final rule. Therefore, FDA concludes

that the final rule published on
September 28, 1982, for D&C Red No. 27
and D&C Red No. 28 should be
confirmed.

List of Subjects in 21 CFR .
21 CFR Part 74

Color additives, Color additives
subject to certification, Cosmetics,
Drugs.

21 CFR Part 81

Color additives, Color additives
provisional list, Cosmetics, Drugs.

21 CFR Part 82

Color additives, Color additives lakes,
Color additives provisional list,
Cosmetics, Drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 701 and

706(b), {c}, and (d), 52 Stat. 1055-1056 as

amended, 74 Stat. 399403 (21 U.S.C. 371
and 376(b), (c), and (d))) and the y
Transitional Provisions of the Color
Additive Amendments of 1960 (Title II,
Pub. L. 86-618, sec. 203, 74 Stat. 404-407
(21 U.S.C. 376, note)) and under :
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10), notice
is given that no objections or requests
for hearing were filed in response to the
September 28, 1982 final rule.
Accordingly, the amendments
promulgated thereby became effective
on October 29, 1982.

Dated: November 17, 1982.
William F. Randolph,
Acting Associate Commissioner for
Regulatory Affairs.
[FR Doc. 82-32179 Filed 11-24-82; 8:45 am]
BILLING CODE 4160-01-M

21 CFR Part 172
[Docket No. 81F-0081]

Food Additives Permitted for Direct
Addition to Food for Human
Consumption; Fish Protein Isolate

AGENCY: Food and Drug Administration.

'ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is removing those
portions of the regulation on fish protein
isolate that prescribe microbiological
limitations for this substance when it is

" used as a food supplement. The agency

is removing the microbiological
limitations until it has had an
opportunity to review the results of a
National Academy of Sciences study.
This action is based on objections that
the agency received on a regulation
published in the Federal Register of July
24, 1981 (46 FR 38072).
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DATE: Effective November 26, 1982;
objections by December 27, 1982.
ADDRESS: Written objections may be
sent to the Dockets Management Branch
{HFA-305), Food and Drug
Administration, Rm. 4-62, 5600 Fishers
Ldne, Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT:
Garnett R. Higginbotham, Bureau of
Foods (HFF-334), Food and Drug
Administration, 200 C St. SW.,
Washington, D.C. 20204, 202-472-5690.

SUPPLEMENTARY INFORMATION: In a
notice published in the Federal Register
of April 3, 1981 (46 FR 20303), FDA
announced that a food additive petition
(FAP 1A3538) had been filed on behalf
of Concentrados Marinos, S.A., P.O.
Box/Casilla 4441, Lima 100, Peru,

_ proposing that 21 CFR Part 172 be
amended by adding a new section to
provide for the use of fish protein isolate
as a food supplement. In the Federal
Register of July 24, 1981 (46 FR 38072),
FDA issued a final rule establishing
§ 172.340 Fish protein isolate (21 CFR
172.340) to provide for the use of this
additive as a food supplement.

During the 30-day objection period,
FDA received three objections. The
objections came from the National Food
Processors Association, 1133 Twentieth
St. NW., Washington, DC; the National
Fisheries Institute, 1101 Connecticut
Ave, NW., Washington, DC; and the
National Marine Fisheries Service,
National Oceanic and Atmospheric
Administration, U.S. Department of
Commerce, Washington, DC. They
objected to the establishment of
microbiological standards for fish
protein isolate. The National Marine
Fisheries Service requested a hearing on
the subject of microbiological standards
for this additive if FDA did not agree
with its recomendations.

The objectors pointed out that the U.S.

Department of Agriculture, the National
Marine Fisheries Service, and FDA are
currently funding a study by the
National Adcademy of Sciences (NAS)
to review microbiological criteria for
foodstuffs and to recommend to the
appropriate Federal agencies a logical
and sound scientific basis for such
criteria. They argued that the agency
should not establish microbiological
limitations until this study is completed,
and the agency has had an opportunity
to consider NAS’'s recommendations.
FDA has reviewed the issues raised
by the objectors. The agency believes

that even though the NAS study will not .

specifically address the food additive

evaluation process, it will provide
important guidance for issuing
appropriate specifications. Therefore,
FDA has decided to delete the
microbiological specifications from

§ 172.340(b)(5) until it has had an
opportunity to study them in light of the
guidance that NAS provides.

FDA has concluded that there will be
no adverse effect on the public health if
these specifications are deleted at this
time. FDA will continue to develop fish
protein isolate microbiological
standards while NAS completes its
study, and the agency can take
regulatory action under the adulteration
provisions of’section 402 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
342) if it encounters contaminated lots of
the product while the standards are
being developed. _

Based on the foregoing reasons,
pursuant to 21 CFR 12.26, F¥DA is
deleting subparagraph (b)(5) of
§ 172.340. Because the agency is
modifying the regulation in response to
the objections, there is no reason to
grant a hearing.

List of Subjects in 21 CFR Part 172
Food additives, Food preservatives,
Spices and flavorings.

PART 172—FOOD ADDITIVES
PERMITTED FOR DIRECT ADDITION

-

is requested shall include a detailed
description an analysis of the specific
factual information intended to be
presented in support of the objection in
the event that a hearing is held; failure
to include such a description and
analysis for any particular objection
shall constitute a waiver of the right to a
hearing on the objection. Three copies of
all documents shall be submitted and
shall be identified with the docket
number found in brackets in the heading
of the regulation. Received objections
may be seen in the office above between

" 9 am. and 4 p.m., Monday through

TO FOOD FOR HUMAN CONSUMPTION ~

§172.340 [Amended]

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201(s),
409, 72 Stat. 1784-1788 as amended (21

"U.S.C. 321(s), 348)) and under authority

delegated to the Commissioner of Food
and Drugs (21 CFR 5.10), §172.340 Fish
protein isolate is amended by removing
paragraph (b}(5).

Any person who will be adversely
affected by the foregoing amendment to
the regulation may at any time on or
before December 27, 1982, submit to the
Dockets Management Branch (address-
above), written objections thereto and

. may make a written request for public

hearing on the stated objections. Each
objection shall be separately numbered,
and each numbered objection shall
specify with particularity the provision
of the regulation to which objection is -
made. Each numbered objection on
which a hearing is requested shall
specifically so state; failure to request a
hearing for any particular objection
shall constitute a waiver of the right to a
hearing on that objection. Each

numbered objection for which a hearing

Friday.

Effective date. This regulation shall
become effective November 26, 1982.
(Secs. 201(s), 409, 72 Stat. 1784-1778 as
amended (21 U.S.C. 321(s), 348))

Dated: November 17, 1982.

William F. Randolph,

Acting Associate Commissioner for
Regulatory Affairs.

[FR Doc. 82-32178 Filed 11-24-82; 8:45 am]
BILLING CODE 4160-01-M

21 CFR Part 176
[Docket No. 81F-0025]

indirect Food Additives: Components
of Paper and Paperboard in Contact
With Aqueous and Fatty Foods

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) amends the food
additive regulations to provide for the
safe use of polyamine-epichlorohydrin
resin as a wet strength agent for use in
paper and paperboard that contact food.

" This action is in response to a petition

filed by Monsanto Co.

DATES: Efféctive November 26, 1982;
objections by December 27, 1982.

ADDRESS: Written objections to the
Dockets Management Branch (HFA-
305), Food and Drug Administration, Rm.
4-62, 5600 Fishers Lane, Rockville, MD
20857. -

FOR FURTHER INFORMATION CONTACT:
James B. Lamb, Bureau of Foods (HFF-
334), Food and Drug Administration, 200
C St. SW., Washington, DC 20204, 202-
472-5690.

SUPPLEMENTARY INFORMATION: In a
notice published in the Federal Register
of March 20, 1981 (46 FR 17886), FDA
announced that a petition (FAP 8B3419)
had been filed by Monsanto Co., 800 N.



Federal Register / Vol. 47, No. 228 / Fridéy, November 26, 1982 / Rules and Regulations

~

53345

Lindbergh Blvd., St. Louis, MO 63166,
proposing that § 176.170 Components
of paper and paperboard in contact with
aqueous and fatty foods (21 CFR
176.170) be amended to provide for the
safe use of polyamine-epichlorohydrin
resin as a wet strength agent in paper
and paperboard that contact foods.

FDA has evaluated the data in the
petition and other relevant material and
concludes that the proposed food
additive use is safe and that the
regulations should be amended as set
forth below.

In accordance with § 171.1(h) (21 CFR
171.1(h))}, the petition and documents
that FDA considered and relied upon in
reaching its decision to approve the
petition are available for inspection at
the Bureau of Foods (address above) by
appointment with the contact person
listed above. As provided in
§ 171.1(h)(2), the agency will remove
from the documents any materials that
are not available for public disclosure
before making the documents available
for inspection.

The agency has carefully considered
the potential environmental effects of
this action and has concluded that the
action will not have a significant impact
on the human environment and that an
environmental impact statement
therefore will not be prepared. The
agency’s finding of no significant impact
and the evidence supporting this finding
may be seen in the Dockets
Management Branch (HFA-305), Food
and Drug Administration, Rm. 4-62, 5600
Fishers Lane, Rockville, MD 20857,
between 9 a.m. and 4 p.m., Monday
through Friday.

List of Subjects in 21 CFR Part 176

Food additives, Food packaging, Paper
and paperboard.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201(s),
409, 72 Stat. 1784-1788 as amended (21
U.S.C. 321(d), 348)) and under authority
delegated to the Commissioner of Food
and Drugs (21 CFR 5.10), Part 176 is
amended in § 176.170(a)(5) by
alphabetically inserting a new item in
the list of substances to read as follows:

PART 176—INDIRECT FOOD
- ADDITIVES: PAPER AND
PAPERBOARD COMPONENTS

§ 176.170 Components of paper and
paperboard in contact with aqueous and
fatty foods.

* * * * *

(a]i * %
(5)* * ok

List of substances Limitations

. . . . .

Polyamine-epichlorohydrin water
soluble thermosetting resin
produced by reacting an ali-
phatic diamine mixture con-
taining not less than 95 per-
cent of C, to C, diamines with
1,2-dichloroethane to form a
prepolymer and further react-
ing this prepolymer with epich-
lorohydrin such that the fin-
ished resin has a nitrogen
content of 6.6-7.9 percent and
a chiorine content of 23.0-
26.6 percent, on a dry basis,
and a minimum viscosity, in 25

For use only as a
wetstrength agent and/
or retention aid
employed prior to the
sheetforming operation
in the manufacture of
paper and paperboard,
and used at a level not
to exceed 1 percent by
weight of dry paper
and paperboard fibers.

percent by weight agueous so-
lution, of 50 centipoises at 20°
C, as determined on a Brook-
field HAT model viscometer
using a No. 1H spindle at 50
r.p.m. (or equivalent method).

. .

* * * * . *

' Any person who will be adversely
affected by the foregoing regulation may

" at-any time on or before December 27,

1982, submit to the Dockets Management
Branch (address above) written
objections thereto and may make a-
written request for public hearing on the
stated objections. Each objection shall
be separately numbered and each

- numbered objection shall specify with

particularity the provision of the
regulation to which objection is made.
Each numbered objection on which a
hearing is requested shall specifically so
state; failure to request a hearing for any
particular objection shall constitute a
waiver of the right to a hearing on that
objection. Each numbered objection for
which a hearing is requested shall
include a detailed description and
analysis of the specific factual
information intended to be presented in
support of the objection in the event that
a hearing is held; failure to include such
a description and analysis for any
particular objection shall constitute a
waiver of the right to a hearing on the

“objection. Three copies of all doucments

shall be submitted and shall be
identified with the docket number found
in brackets in the heading of this
regulation. Received objections may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.
Effective date. This regulation shall
become effective November 26, 1982.

{Sec. 201(s), 409, 72 Stat. 1784-1788 as
amended (21 U.S.C. 321 (s), 348))
Dated: November 23, 1982.

William F. Randolph,
Acting Associate Commissioner for
Regulatory Affairs.

[FR Doc. 82-32539 Filed 11-23-82; 1:05 pm]
BILLING CODE 4160-01-M

21CFR Part 177
[Docket No. 81F-0161]

Indirect Food Additives; Polymers;
Polyethylene Phthalate Polymers

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
food additive regulations to provide for
the safe use of 1,4-benzenedicarboxylic
acid, dimethy! ester, polymer with 1,4-
butanediol and a-hydro-omega-
hydroxypoly)oxy-1,4-butanediyl), as a
polymer modifier in polyethylene
terephthalate film intended for use in
contact with food. This action responds
to a petition filed by Springborn Institute
for Bioresearch, Inc.

DATES: Effective November 26, 1982;
objections by December 27, 1982.

ADDRESS: Written objections to the
Dockets Management Branch (HFA-
305), Food and Drug Administration, Rm.
4-62, 5600 Fishers Lane, Rockville, MD
20857.

FOR FURTHER INFORMATION CONTACT:
Blondell Anderson, Bureau of Foods
(HFF-334), Food and Drug
Administration, 200 C St., SW.,
Washington, DC 20204, 202-472~5740.

SUPPLEMENTARY INFORMATION: In a
notice published in the Federal Register
of June 16, 1981 (46 FR 31519) and
corrected in the issues of August 4, 1981
(46 FR 39681) and August 21, 1981 {46 FR
42531), FDA announced that a food
additive petition (FAP 1B3557) had been
filed on behalf of Bioresearch, Inc.,
Spencerville, OH 45887, proposing that
§ 177.1630 Polyethylene phthalate
polymers (21-CFR 177.1630) be amended
to provide for the safe use of the
polyester elastomer, 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol and
a-hydro-omega-hydroxypoly{oxy-1.4-
butanediyl), as a polymer modifier in
polyethylene terephthalate film intended
for use in contact with food.

FDA has evaluated data in the
petition and other relevant material and
concludes that the proposed food
additive use is safe and that the
regulations should be amended as set
forth below.

In accordance with § 171.1(h) (21 CFR
171.1(h)), the petition and the documents
that FDA considered and relied upon in
reaching its decision to approve the
petition are available for inspection at

" the Bureau of Foods (address above) by

appointment with the information
contact person listed above. As
provided in § 171.1(h)(2), the agency will
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delete from the documents any materials
that are not available for public
disclosure before making the documents
available for inspection.

* The agency has carefully considered
the potential environmental effects of
this action and has concluded that the
action will not have a significant impact’
on the human environment and that an
environmental impact statement
therefore will not be prepared. The
agency's finding of no significant impact
and the evidence supporting this finding,
contained in an environmental impact
analysis report [pursuant to 21 CFR
25.1(j)), may be seen in the Dockets
Management Branch (address above),
between 9 a.m. and 4 p.m., Monday
through Friday.

List of Subjects in 21 CFR Part 177

Food additives, Polymeric food
packaging.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201(s},
409, 72 Stat. 1784~1788 as amended (21
U.S.C. 321(s), 348)) and under authority
delegated to the Commissioner of Food
and Drugs (21 CFR 5.10), Part 177 is
amended in § 177.1630 by adding new -
paragraph (e)(4)(v), to read as follows:

PART 177—INDIRECT FOOD
ADDITIVES: POLYMERS '

§ 177.1630 Polyethylene phthalate
polymers.

(e)*
(4) * &
(v) Modifier:

1,4-benzenedicarboxylic acid, dimethyl ester,
polymer with 1,4-butanediol and a-hydro-
omega-hydroxypoly(oxy-1,4-butanediyl)
CAS Reg. No. 9078-71-1) meeting the
following specifications:-

Melting point: 200° to 215° C as determined
by ASTM method D2117-62T, “Tentative
Method of Test for Melting Point of
Semicrystalline Polymers” (issued 1962),
which is incorporated by reference.
Copies are available from University
Microfilms International, 300 N. Zeeb
Rd., Ann Arbor, MI 48106, or available
for inspection at the Office of the Federal
Register, 1100 L. St. NW., Washington, DC
20408.

Density: 1.15 to 1.20 as determined by
ASTM method D1505-68, *‘Test for
Density of Plasticse—Gradient
Technique"” {revised 1968), which is
incorporated by reference. Copies are
available from University Microfilms
International, 300 N. Zeeb Rd., Ann
Arbor, MI 48106, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington, DC
20408, )

The modifier is used at a level not to
exceed 5 percent by weight of
polyethylene terephthalate film. The
average thickness of the finished film

shall not exceed 0.016 millimeter (0.0006
inch).

Any person who will be adversely
affected by the foregoing regulation may
at any time on or before December 27,
1982, submit to the Dockets Management
Branch {HFA-305), Food and Drug
Administration, Rm. 4-62, 5600 Fishers
Lane, Rockville, MD 20857, written
objections thereto and may make a
written request for.a public hearing on
the stated objections. Each objection
shall be separately numbered ,and each
numbered objection shall specify with
particularity the provision of the
regulation to which objection is made.

" Each numbered objection on which a

hearing is requested shall specifically so
state; failure to request a hearing for any
particular objection shall constitute a -
waiver of the right to a hearing on that
objection. Each numbered objection for
which a hearing is requested shall
include a detailed description and
analysis of the specific factual
information intended to be presented in
support of the objection in the event that
a hearing is held; failure to include such
a description and analysis for any
particular objection shall consitute a
waiver of the right to a hearing on the
objection. Three copies of all documents
shall be submitted and shall be
identified with the docket number found
in brackets in the heading of this
reguldtion. Received objections may be
seen in the office above between 9 a.m.

and 4 p.m., Monday through Friday.

Effective date. This regulation shall
become effective November 26, 1982. -

(Secs. 201(s}, 409, 72 Stat. 1784-1788 as

amended (21 U.S.C. 321(s), 348))
Dated: November 18, 1982.

William F. Randolph,

Acting Associate Commissioner for

Regulatory Affairs.

Note.—Incorporation by reference
provisions approved by the Director of the
Office of the Federal Register on March 31,
1982, and is on file at the Office of the
Federal Register.

[FR Doc. 82-32181 Filed 11-24--82; 8:45 am])
BILLING CODE 4160-01-M

21CFR Part 178
[Docket No. 81F-0360]
Indirect Food Additives: Adjuvants,

Production Aids, and Sanitizers;
Disodium EDTA

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the

_ food additive regulations to provide for

the safe use of disodium EDTA
(ethylenediaminetetraacetic acid,
disodium salt) as a chelating agent and
sequestrant in lubricants with incidental
food contact. This action responds to a
petition filed by Heinrich Fischer & Co.

DATES: Effective November 26, 1982;
objections by December 27, 1982,

ADDRESS: Written objections to the
Dockets Management Branch (HFA-
305), Food and Drug Administration, Rm.
4-62, 5600 Fishers Lane, Rockville, MD
20857. '

FOR FURTHER INFORMATION CONTACT:
Julia L. Ho, Bureau of Foods (HFF-334),
Food and Drug Administration, 200 C St.
SW., Washington, D.C. 20204, 202—472—
5690.

SUPPLEMENTARY INFORMATION: In a
notice published in the Federal Register
of December 11, 1981 (46 FR 60651), FDA
announced that a food additive petition
(FAP 2B3588) had been filed by Heinrich
Fisher & Co., 8180 Corporate Park Drive,
Cincinnati, OH 45242, proposing that the
food additive regulations be amended in .
Part 178 (21 CFR Part 178) to provide for
the safe use of disodium EDTA as a
component of lubricants with incidental
food contact.

FDA has evaluated the data in the
petition and other relevant material and
concludes that the proposed food
additive use is safe and that the
regulations should be dmended as set
forth below.

In accordance with § 171.1(h) (21 CFR
171.1(h)), the petition and the documents
that FDA considered and relied upon in
reaching its decision to approve 'the
petition are available for inspection at
the Bureau of Foods (address above) by
appointment with the information
contact person listed above. As
provided in § 171.1{h)(2), the agency will

-remove from the documents any

materials that are not available for.
public disclosure before making the
documents available for inspection.

The agency has carefully considered
the potential environmental effects of
this action and has concluded that the
action will not have a significant impact -
on the human environment and that an
environmental impact statement,
therefore, is not required. The agency’s
finding of no significant impact and the
evidence supporting that finding may be
seen in the Dockets Management Branch
(address above) between 9 a.m. and 4
p-m., Monday through Friday.

List of Subjects in 21 CFR Part 178

Food additives, Food packaging,
Sanitizing solutions.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201(s),
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409, 72 Stat. 1784-1788 as amended (21
U.S.C. 321(s), 348)) and under authority
delegated to the Commissioner of Food
and Drugs (21 CFR 5.10), Part 178 is
amended in § 178.3570(a)(3) by
alphabetically inserting a new item in
the list of substances, to read as follows:

PART 178—INDIRECT FOOD
ADDITIVES: ADJUVANTS,
PRODUCTION AIDS, AND SANITIZERS

§ 178.3570 Lubricants with incidental food
contact.
* * | * * *

(a) * Kk K

(3] * ok k

Substances Limitations

Disodium EDTA (CAS Reg. For use only as a chelating

No. 1398-33-3). agent and sequestrant at
a level not to exceed 0.06
percent by weight of lubri-
cant at final use dilution.

* * * * *

Any person who will be'adversely
affected by the foregoing regulation may
at any time on or before December 27,
1982, submit to the Dockets Management
Branch (address above) written -
objections thereto and may make a
written request for a public hearing on
the stated objections. Each objection
shall be separately numbered and each
numbered objection shall specify with
particularity the provision of the
regulation to which objection is made.
Each numbered objection on which a
hearing is requested shall specifically so
state; failure to request a hearing for any
particular objection shall constitute a
waiver of the right to a hearing on that
objection. Each numbered objection for
which a hearing is requested shall
include a detailed description and
analysis of the specific factual
information intended to be presented in
support of the objection in the event that
a hearing is held; failure to include such
a description and analysis for any
particular objection shall constitute a
waiver of the right to a hearing on the
objection. Three copies of all documents
shall be submitted and shall be
identified with the docket number found
in brackets in the heading of this
regulation. Received objections may be
seen in the office above between 9 am.
and'4 p.m., Monday through Friday.

Effective date. This regulation
becomes effective November 26, 1982.

(Secs. 201(s), 409, 72 Stat. 1784-1788 as
amended (21 U.S.C. 321(s), 348))

Dated: November 17, 1982.
William F. Randolph,
Acting Associate Commissioner for
Regulatory Affairs.
[FR Doc. 82-32174 Filed 11-24-82; 8:45 am}
BILLING CODE 4160-01-M

21 CFR Part 178
[Docket No. 81-F-0398]

Indirect Food Additives; Adjuvants,
Production Aids, and Sanitizers,
Hexadecyl 3, 5-Di-Tert-Butyl-4-
Hydroxybenzoate

Correction

In FR Doc. 82-28800 appearing at page
47005 of the issue for Friday, October 22,
1982, in the table, under the heading
“Substances”, the CAS Reg. No. should
read “67845-93-6".

BILLING CODE 1505-1-M

21 CFR Parts 430, 436, and 440
[Docket No. 82N-0306]

Antibiotic Drugs; Sterile Azlocillin
Sodium

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
antibiotic drug regulations to provide for
the inclusion of accepted standards for a
new antibiotic drug, sterile azlocillin -
sodium. The manufacturer has supplied
sufficient data and information to
establish its safety and efficacy.

DATES: Effective November 26, 1982;
comments, notice of participation, and

- request for hearing by December 27,

1982; data, information, and analyses to
justify a hearing by January 25, 1983. -
ADDRESS: Written comments to the
Dockets Management Branch (HFA-
305), Food and Drug Administration, Rm.

'4-62, 5600 Fishers Lane, Rockville, MD

20857. . _
FOR FURTHER INFORMATION CONTACT:

" Joan M. Eckert, National Center for

Drugs and Biologics (HFN-140), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-443-
4280.

SUPPLEMENTARY INFORMATION: FDA has
evaluated data submitted in accordance
with regulations promulgated under
section 507 of the Federal Food, Drug, -
and Cosmetic Act (21 U.S.C. 357), as
amended, with respect to a request for
approval of a new antibiotic drug, sterile
azlocillin sodium. The ageny has :
concluded that the data supplied by the
manufacturer concerning this antibiotic

drug are adequate to establish its safety
and efficacy when used as directed in
the labeling and that the regulations
should be amended in Parts 430, 436,
and 440 (21 CFR Parts 430, 436, and 440)
to provide for the inclusion of accepted
standards for the product.

The agency has determined pursuant
to 21 CFR 25.24(b)(22) (Proposed .
December 11, 1979; 44 FR 71742) that this
action is of a type that does not
individually or cumulatively have a
significant impact on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

List of Subjects
21 CFR Part 430

Administrative practice and
procedure, Antibiotics.

21 CFR Part 436
Antibiotics.
21 CFR Part 440 .

_ Antibiotics, penicillin. ,

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 507, 701
(f} and (g), 52 Stat. 10551056 as
amended, 59 Stat. 463 as amended (21
U.S.C. 357, 371 (f) and (g))) and under
authority delegated to the Commissioner
of Food and Drugs 21 CFR 5.10), Parts
430, 436, and 440 are amended as
follows:

PART 430—ANTIBIOTIC DRUGS;
GENERAL

1. Part 430 is amended:

a. In § 430.5, by adding new
paragraphs (a)(75) and (b)(75) to read as
follows:

§ 430.5 Definitions of master and working
standards.

(a) * . * %

(75} Azlocillin. The term “azlocillin
master standard” means a specific lot of
azlocillin that is designated by the
Commissioner as the standard of
comparison in determining the potency
of the azlocillin working standard.

(b] * * ¥

(75) Azlocillin. The term “azlocillin
working standard” means a specific lot
of a homogeneous preparation of
azlocillin.

b. In § 430.6, by adding new paragraph
(b}(78) to read as follows:

§ 430.6 Definitions of the terms “unit” and
“microgram” as applied to antiblotic
substances.

* * * * *

(b]* L
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(78) Azlocillin. The term “microgram”
applied to azlocillin means the azlocillin
activity (potency) contained in 1.128
micrograms of the azlocillin master
standard.

PART 436—TESTS AND METHODS OF
ASSAY OF ANTIBIOTIC AND
ANTIBIOTIC-CONTAINING DRUGS

2. Part 436 is amended by adding new
§ 436.336 to read as follows:

§ 436.336 Thin layer chromatographic
Identity test for azloclllin.

(a) Equipment.—(1) Chromatography
tank. A rectangular tank, approximately
23 centimeters long, 23 centimeters high,
and 9 centimeters wide, equipped with a
glass solvent trough in the bottom and a
tight-fitting cover for the top.

(2) Iodine vapor chamber. A
rectangular tank approximately 23
centimeters long, 23 centimeters high,
and 9 centimeters wide, with a suitable
cover, containing iodine crystals.

(3) Plates. Use 20 x 20 centimeter thin
layer chromatography plates coated
with Silica Gel G or equivalent to a
thickness of 250 microns.

(b) Reagents.—(1) Buffer. Dissolve
9.078 grams of potassium phosphate,
monobasic (KH,PO,} in sufficient
distilled water to make 1,000 milliliters
(solution A). Dissolve 17.88 grams of
sodium phosphate, dibasic,
heptahydrate (Na,HPO,.7H;O) in
sufficient distilled water to make 1,000
milliliters (solution B). Place 12.1
milliliters of solution B into a 100-
milliliter volumetric flask and dilute to
volume with golution A.

(2) Developing solvent. Place 50
milliliters of n-butyl acetate, 9 milliliters
of n-butanol, 25 milliliters of glacial
acetic acid, and 15 milliliters of buffer
into a separatory funnel. Shake well and
allow the layers to separate. Discard the

~lower phase and use the upper phase as
the developing solvent.

(c) Preparation of spotting solutions.
Piepare solutions of the sample and
working standard, each containing 20
milligrams of azlocillin per milliliter in
distilled water. )

(d) Procedure. Pour developing
solvent into the glass trough on the
bottom of the chromatography tank to a
depth of about 1 centimeter. Use the
chamber immediately. Prepare plate as
follows: Apply spotting solutions on a
line 2.5 centimeters from the base of the
silica gel plate and at points 2.0
centimeters apart. Apply approximately
10 microliters of the working standard
solution to points 1 and 3. When these
spots are dry, apply approximately 10
microliters of sample solution to points 2
and 3. Place spotted plate in a
desiccator until solvent has evaporated

from spots. Place the plate into the glass
trough at the bottom of the
chromatography tank. Cover the tank.
Allow the solvent to travel about 15
centimeters from the starting line.
Remove the plate from the tank and
allow to air dry. Warm the iodine vapor
chamber to vaporize the iodine crystals
and place the dry plate in the iodine
vapor chamber until the spots are
visible, usually about 10 minutes.

(e) Evaluation. Measure the distance
the solvent front traveled from the
starting line and the distance the spots
are from the starting line. Calculate the
R, value by dividing the latter by the
former. The azlocillin sample and the
standard should have spots of
corresponding R, values (approximately
0.4), and standard and sample combined
should appear as a single spot for
azlocillin. The penicilloate and
penilloate of azlocillin as well as
ampicillin appear as additional spots
with R values of approximately 0.15, 0.3,
and 0.25, respectively.

PART 440—PENICILLIN ANTIBIOTIC
DRUGS

3. Part 440 is amended:
a. By adding new § 440.1a to read as
follows: .

§ 440.1a Sterile azlocillin sodium..

(a) Requirements for certification.—
(1) Standards of identity, strength,
quality, and purity. Sterile azlocillin
sodium is the sodium salt of 4-thia-1-
azabicyclo[3.2.0]heptane-2-carboxylic
acid, 3,3-dimethyl-7-oxo0-6-[[[[(2-0x0-1-
imidazolidinyl)carbonyl]amino]phenylac
-etyl]amino]- [25-[2a,6B8{S*]]]-. It is s0
purified and dried that:

(i) If the azlocillin sodium is not
packaged for dispensing, its azlocillin
content is not less than 859 micrograms
and not more than 1,000 micrograms of
azlocillin per milligram on an anhydrous
basis. If the azlocillin sodium is
packaged for dispensing, its azlocillin
content is not less than 859 micrograms

‘and not more than 1,000 micrograms of

azlocillin per milligram on an anhydrous
basis and also, each container contains
not less than 90 percent and not more
than 115 percent of the number of
milligrams of azlocillin that it is
represented to contain.

(ii) It is sterile.

(iii) It is nonpyrogenic.

(iv) Its moisture content is not more
than 2.5 percent.

(v) Its pH in an aqueous solution
containing 100 milligrams of azlocillin
per milliliter is not less than 6.0 and not
more than 8.0.

(vi) Its specifiic rotation in an aqueous
solution containing 10 milligrams of

azlocillin per milliliter is +170° to
+200°.

(vii) It gives a positive identity test for
azlocillin. :

- (2) Labeling. It shall be labeled in
accordance with the requirements of
§ 432.5 of this chapter.

(3) Requests for certification; samples. -
In addition to complying with the
requirements of § 431.1 of this chapter,
each such request shall contain:

(i) Results of tests and assays on the -
batch for potency, sterility, pyrogens,
moisture, pH, specific rotation, and
identity.

(ii) Samples, if required by the
Director, National Center for Drugs and
Biologics:

(@) If it is packaged for repacking or
for use in the manufacture of another.
drug:

(1) For all tests except sterility: 10
packages, each containing
approximately 300 milligrams; and 5
packages, each containing
approximately 1 gram.

(2) For sterility testing: 20 packages,
each containing approximately 300
milligrams.

(b) If it is packaged for dispensing:

(1) For all tests except sterility: A
minimum of 15 immediate containers.

(2) For sterility testing: 20 immediate
containers, collected at regular intervals
throughout each filling operation.

(b} Tests and methods of assay.—(1)
Potency. Proceed as directed in
§ 442.40(b)(1)(ii) of this chapter, except:

(i) Dilute Brij 35 solution. In lieu of the
hydroxylamine hydrochloride solution
described in § 442.40(b)(1)(ii)(b)(1) of
this chapter, use dilute Brij 35 solution in
the reference channel. Prepare dilute
Brij 35 solution as follows: Place 1
milliliter of Brij 35, 30 percent solution,
into a 1-liter volumetric flask containing -
900 milliliters of distilled water. Swirl
gently and dilute to volume slowly with
distilled water. Mix well.

(ii} Buffer. In lieu of the buffer
described in § 442:40(b)(1)(ii)(b)(2) of
this chapter, use the buffer prepared as
follows: Dissolve 200 grams of primary
standard tris (hydroxymethyl)
aminomethane in sufficient distilled
water to make 1 liter. Filter before use.

(iii) Preparation of working standard
solution. Dissolve and dilute an
accurately weighed portion of the
azlocillin working standard with
sufficient distilled water to obtain a -
concentration of 1.0 milligram of
azlocillin per milliliter.

(iv) Preparation of sample solutions.—
(a) Product not packaged for dispensing
{micrograms of azlocillin per milligram).
Dissolve and dilute an accurately
weighed portion of the sample with
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sufficient distilled water to obtain a
stock solution of 1.0 milligram of
azlocillin per milliliter (estimated).

(b) Product packaged for dispensing.
Determine both micrograms of azlocillin
per milligram of the sample and
milligrams of azlocillin per container.
Use separate containers for preparation
of each sample solution as described in
paragraph (b)(1)(iv)(b)(2) and {2) of this
section, ‘

(1) Micrograms of azlogillin per
milligram. Dissolve and dilute an
accurately weighed portion of the
sample with sufficient distilled water to
obtain a stock solution of 1.0 milligram
of azlocillin per milliliter (estimated).

(2) Milligrams of azlocillin per
container. Reconstitute as directed in
the labeling using distilled water in lieu
of the reconstituting fluid. Then, using a
suitable hypodermic needle and syringe,
remove all of the withdrawable contents
if it is represented as a single-dose
container; or, if the labeling specifies the
amount of potency in a given volume of
the resultant preparation, remove an
accurately measured representative
portion from each container. Dilute with
distilled water to obtain a stock solution
of convenient concentration. Further
dilute an aliquot of the stock solution
with distilled water to a concentration
of 1.0 milligram of azlocillin per milliliter
(estimated).

(v) Calculations.—(a) Calculate the
micrograms of azlocillin per milligram of
sample as follows:

Micrograms of azlocillin
per milligram of sample

Ay X P X 100
'A, X Cu X (100-1)

where:
Au=Absorbance of sample solution;
P,=Potency of working standard solution
in micrograms per milliliter;
As=Absorbance of working standard -
solution; .
C.=Milligrams of sample per milliliter of
sample solution; and
m=Percent moisture in sample.
{b) Calculate the azlocillin content of the
single-dose vial as follows:

Milligrams of azlocillin
per vial

Ay X PsxXd
As X 1,000

where: )
Au=Absorbance of sample solution;
P,=Potency of working standard solution
in micrograms per milliliter;
As= Absorbance of working standard
solution; and

d=Dilution factor of the sample.

(2) Sterility. Proceed as directed in
. § 436.20 of this chapter, using the
method described in paragraph (e)(1) of
that section.

(3) Pyrogens. Proceed as directed in

“§ 436.32(b) of this chapter, using a
solution containing 100 milligrams of
azlocillin per milliliter.

(4) Moisture. Proceed as directed in
§ 436.201 of this chapter, using the
titration procedure and calculations
described in paragraph {e)(2) of that
section and preparing the sample as
follows: Weigh the vial. Rapidly transfer
a portion of the powder into the titration
vessel, add the Karl Fischer reagent and
restopper the vial immediately. Reweigh
the vial to obtain the sample weight. A
nitrogen purged glove bag or glove box
should be used for preparing the sample.

(5) pH. Proceed as girected in
§ 436.202 of this chapter, using an
aqueous solution containing 100
milligrams of azlocillin per milliliter.

(8) Specific rotation. Proceed as
directed in § 436.210 of this chapter,
using an aqueous solution containing 10
milligrams of azlocillin per milliliter and
a 1.0-decimeter polarimeter tube.
Calculate the specific rotation on an
anhydrous basis.

(7} Identity. Proceed as directed in
§ 436.336 of this chapter.

b. By adding new § 440.201 to read as -

" follows:

§ 440.201 Sterile azlocillin sodium.

The requirements for certification and
the tests and methods of assay for
sterile azlocillin sodium packaged for
dispensing are described in § 440.1a.

This regulation announces standards
that FDA has accepted in a request for
approval of an antibiotic drug. Because
this regulation is not controversial and
because when effective it provides
notice of accepted standards, notice and
comment procedure and delayed
effective date are found to be
unnecessary and not in the public

- interest. The amendment, therefore, is
effective November 26, 1982. However,
interested persons may, on or before
December 27, 1982, submit written
comments on this rule to the Dockets
Management Branch (address above).
Two copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the docket number found
in brackets in the heading of this
document. Received comments may be
seen in the Dockets Management Branch
between 9 a.m. and 4 p.m., Monday
through Friday.

Any person who will be adversely
affected by this regulation may file

objections to it and request a hearing.
Reasonable grounds for the hearing
must be shown. Any person who
decides to seek a hearing must file (1) on
or before December 27, 1982, a written
notice of participation and request for
hearing, and (2) on or before January 25,
1983, the data, information, and
analyses on which the person relies to
justify a hearing, as specified in 21 CFR
430.20. A request for a hearing may not
rest upon mere allegations or denials,
but must set forth specific facts showing
that there is a genuine and substantial
issue of fact that requires a hearing. If it
conclusively appears from the face of-
the data, information, and factual
analyses in the request for hearing that
no genuine and substantia} issue of fact
precludes the action taken by this order,
“or if a request for hearing is not made in
the required format or with the required
analyses, the Commissioner of Food and
Drugs will enter summary judgment
against the person(s) who request(s} the
hearing, making findings and
conclusions and denying a hearing. All
submissions must be filed in three
copies, identified with the docket
number appearing in the heading of this
'order and filed with the Dockets
Management Branch.

The procedures and requirements
governing this order, a notice of
participation and request for hearing, a
submission of data, information, and
analyses to justify a hearing, other
comments, and grant or denial of a
hearing are contained in 21 CFR 430.20.

All submissions under this order,
except for data and information
prohibited from public disclosure under
21 U.S.C. 331(j) or 18 U.S.C. 1905, may be
seen in the Dockets Management Branch
(address above) between 9 a.m. and 4
p.m., Monday through Friday.

Effective date. This regulation shall be
effective November 26, 1982.

{Secs. 507, 701 (f) and (g}, 52 Stat. 1055-1056

as amended, 59 Stat. 463 as amended (21
U.S.C. 357, 371 (f) and (g)))

Dated: November 12, 1982.
James C. Morrison,
Acting Associate Director for Regulatory
Affairs.
[FR Doc. 82-32182 Filed 11-24-82; 8:45 am]
‘BILLING CODE 4160-01-M

21 CFR Part 520

Oral Dosage Form ﬁew Animal Drugs
Not Subject to Certification;
Furosemide Tablets

AGENCY: Food and Drug Administration.
ACTION: Final rule. -
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SUMMARY: The Food and Drug
Administation (FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Med-Tech,
Inc., providing for safe and effective use
of furosemide tablets for oral treatment
of dogs for edema associated with
cadiac insufficiency and acute
noninflammatory tissue edema.

EFFECTIVE DATE: November 26, 1982.

FOR FURTHER INFORMATION CONTACT:
Bob G. Griffith, Bureau of Veterinary
Medicine (HFV-112), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-3430.

SUPPLEMENTARY INFORMATION: Med-
Tech, Inc., P.O. Box 338, Elwood, KS
66024, Filed NADA 129-034 providing for
use of 12.5 and 50 milligrams furosemide
tablets (Disal) for oral treatment of dogs
for edema (pulmonary congestion,

" ascites) associated with cardiac
insufficiency and acute
noninflammatory tissue edema.

Med-Tech, Inc., submitted data from a
controlled double-blind clinical study
and reprints from published scientific
literature to demonstrate that -
furosemide is safe and effective for oral
use in dogs when labeled for the
treatment of edema associated with
cardiac insufficiency and acute
noninflammatory tissue edema. Data
from a dose-titration study further
supported use of the product. The
NADA is approved and the regulations
are amended to reflect the approval.

In accordance with the freedom of
information provisions of Part 20 (21
CFR Part 20) and § 514.11{e)(2)(ii) (21
CFR 514.11(e)(2)(ii), a summary of safety
and effectiveness data and information
submitted to support approval of this
application may be seen in the Dockets
Management Branch (HFA-305), Food
and Drug Administration, Rm, 4-62, 5600
Fishers Lane, Rockville, MD 20857, from
9 a.m. to 4 p.m., Monday through Friday.

The Bureau of Veterinary Medicine
has determined pursuant to 21 CFR
25.24{d)(1)(i) (proposed December 11,
1979; 44 FR 71742) that this action is of a
type that does not individually or
cumulatively have a significant impact
on the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

This action is governed by the
provisions of 5 U.S.C. 556 and 557 and is
therefore excluded from Executive
Order 12291 by section 1(a)(1) of the
Order.

List of Subjects in 21 CFR Part 520
Animal drugs, oral.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(i), 82
Stat. 347 (21 U.S.C. 360b(i))) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10) and
redelegated to the Bureau of Veterinary
Medicine (21 CFR 5.83), Part 520 is
amended in § 520.1010a by revising
paragraph (b), to read as follows:

PART 520—ORAL DOSAGE FORM
NEW ANIMAL DRUGS NOT SUBJECT
TO CERTIFICATION

§ 520.1010a Furosemide tablets or
boluses. )

(b) Sponsor. See No. 012799 in
§ 510.600(c) of this chapter for use in
dogs, cats, and cattle; see No. 013983 in
§ 510.600(c) of this chapter for use in
dogs. \ .

* * * *

Effective Date. November 26, 1982.
(Sec. 512(i}, 82 Stat. 347 (21 U.S.C. 360b(i)})
Dated: November 18, 1982,
Lester M. Crawford,
Director, Bureau of Veterinary Medicine.

[FR Doc. 82-32180 Filed 11-24-82; 8:45 am]
BILLING CODE 4160-01-M

21 CFR Part 524

Ophthalmic and Topical Dosage Form
New Animal Drugs Not Subject to
Certification; Selenium Disulfide
Suspension

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of supplemental new animal
drug applications (NADA's) filed by
Happy Jack, Inc., Hart-Delta, Inc.,
National Pharmaceutical Manufacturing
Co., and Zoecon Industries, Inc.,

- providing for a change from prescription

(Rx) to over-the-counter (OTC)
distribution of a selenium disulfide
suspension for use on dogs as a
cleansing shampoo and as an agent for
removing skin debris associated with
dry eczema, seborrhea, and nonspecific
dermatoses. FDA has notified other

- sponsors of NADA's for selenium

disulfide suspension of a need to submit
similar supplemental NADA's.
EFFECTIVE DATE: November 26, 1982.
FOR FURTHER INFORMATION CONTACT:
Bob G. Griffith, Bureau of Veterinary
Medicine (HFV-112), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-3430.
SUPPLEMENTARY INFORMATION: Several
firms filed supplemental NADA's

providing for over-the-counter
distribution of a selenium disulfide
suspension for use on dogs as a
cleansing shampoo and as an agent for
removing skin debris associated with
dry eczema, seborrhea, and nonspecific
dermatoses. The firms and NADA's are:

1. Happy Jack, Inc., P.O. Box 475,
Snow Hill, NC 28580, NADA 121-556.

2. Hart-Delta, Inc., 5055 Choctaw Dr.,
Baton Rouge, LA 70805, NADA 111-349.

3. National Pharmaceutical Mfg. Co.,
Division of Barre-National, Inc., 7205
Windsor Blvd., Baltimore, MD 21207,
NADA 120-646. ’

4. Zoecon Industries, Inc., 12200
Denton Dr., Dallas, TX 75234, NADA

- 103-434.

Each of the firms currently holds an
approved NADA for use of the product
by or on the order of a licensed
veterinarian. Those approvals were
based on generic equivalence to a
product reviewed by the National

“Academy of Sciences/National

Research Council (NAS/NRC) (35 FR
14168; Sept. 5, 1970), all approvals
reflecting compliance with the
conclusions in that review.

A selenium disulfide shampoo was
originally approved as safe for use for
dogs in 1952. These animal products
were considered by FDA not safe for
use except under the supervision of a
licensed veterinarian, and the labels
have been required to bear the
statement, “Caution: Federal law

- restricts this drug to use by or on the

order of a licensed veterinarian.” The
Bureau of Veterinary Medicine (the
Bureau) has determined that there is
now sufficient evidence upon which to
conclude that the drug can be safely and
effectively used by lay persons for its
intended uses and that adequate
directions for lay use can be prepared.

The Bureau has reevaluated the safety
data in the original application,
available published literature, and drug
experience reports since the product
was firgt approved. The prescription
animal products have been used
approximately 30 years without adverse
reactions or known abuse. The safety
data indicate a very low level of toxicity
for the product in humans, dogs, rats,
rabbits, and mice. Reports indicate that
while elemental selenium is toxic,
selenium disulfide is relatively nontoxic
owing to its insolubility. The oral LDs,
median lethal dose for 1 percent
selenium disulfide suspension is about
10 times the emetic dose in dogs.

- Ingestion of the product produced no

absorption in'dogs as measured by
blood selenium levels.

The Bureau has reevaluated the
labeling and believes that the directions
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for OTC use will be readily
understandable by the laity, and that the
directions are adequate for the products
to be safely and effectively used by the
laity for the purpases for which they are
intended. Therefore, the supplements
providing for over-the-counter use of a
1-percent selenium disulfide suspension
for dogs as a cleansing shampoo and as
an agent for removing skin debris
associated with dry eczema, seborrhea,
and nonspecific dermatoses are
approved. The regulation is amended to
reflect the approvals, and it is amended
editorially to reflect current format.

The issue of whether there can be
adequate direction for use of selenium
disulfide shampoo for dogs by lay
persons affects all selenium disulfide
suspensions currently approved under
§ 524.2101 (21 CFR 524.2101). Because

the Bureau has concluded that adequate -

directions for lay use can be prepared
for the uses for which those products are
approved, there is no longer a basis for
the products to bear the veterinary Rx
statement provided for in § 201.105(b)(2)
(21 CFR 201.105(b})(2)} or to be exempted
under § 201.105 from bearing adequate
directions for use. In letters dated June
29, 1982, to each sponsor of an NADA
for a product subject to § 524.2101 that
had not submitted a supplemental
NADA providing for OTC use, the
Bureau provided notice of its conclusion
that adequate directions for lay use may
be written and of the need to submit
promptly a supplemental NADA for
OTC use. Failure to submit a
supplemental NADA that conforms to
the Bureau's conclusions and to the
amended § 524.2101 within 90 days of
the date of this document’s publication
in the Federal Register and for labeling
to be appropriately amended will
constitute grounds for a notice of
opportunity for hearing concerning the
withdrawal of approval of the NADA
under section 512(e)(2)(C) (21 U.S.C.
360b(e)(2)(C)).

In accordance with the freedom of
information provisions of 21 CFR Part 20
and § 514.11(e)(2)(ii}, a summary of
safety and effectiveness data and
iriformation submitted to support.
approval of this application may be seen
in the Docket Management Branch
(HFA-~305), Food and Drug
Administration, Rm. 4-62, 5600 Fishers
Lane, Rockville, MD 20857, from 9 a.m.
to 4 p.m., Monday through Friday.
Requests for single copies of the
summary, identified by NADA number,
sponsor, product name, and publication
date, should be sent to the Dockets
Management Branch (address above).

The Bureau of Veterinary Medicine
has determined pursuant to 21 CFR

25.24(d)(1)(i) (proposed December 11,
1979; 44 FR 71742) that this action is of a
type that does not individually or ~
cumulatively have a significant impact

on the human environment. Therefore,

neither an environmental assessment
nor an environmental impact statement
is required.

This action is governed by the
provisions of 5 U.S.C. 556 and 557 and is
therefore excluded from Executive
Order 12291 by section 1(a}(1) of the
Order.

List of Subjects in 21 CFR 524

Animal drugs, Topical.

PART 524—OPHTHALMIC AND
TOPICAL DOSAGE FORM NEW
ANIMAL DRUGS NOT SUBJECT TO
CERTIFICATION

“Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(i), 82
Stat. 347 (21 U.S.C. 360b(i))) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10) and

redelegated to the Bureau of Veterinary

Medicine {21 CFR 5.83), Part 524.is
amended by revising § 524.2101, to read
as follows:

§ 524.2101 Selenium disulfide suspension.

(a) Specifications. The product
contains 0.9-percent weight in weight
(w/w) selenium disulfide (1-percent
weight in volume (w/v)).

(b) NAS/NRC status. These
conditions are NAS/NRC reviewed and
found effective. NADA's for similar
products for these conditions of use
need not include effectiveness data as
specified by § 514.111 of this chapter,
but may require bioequivalency and
safety information.

(c) Sponsors. See 000570, 011536,
015563, and 023851 in 510. 600(0) of this
chapter.

(1) Indications for use. For use on
dogs as a cleansing shampoo and as an
agent for removing skin debris '
associated with dry eczema, seborrhea,
and nonspecific dermatoses.

(2) Amount. One to 2 ounces per
application.

(3) Limitations. Use carefully around

.scrotum and eyes, covering scrotum

with petrolatum. Allow the shampoo to
remain for 5 to 15 minutes before
thorough rinsing. Repeat treatment once
or twice a week. If conditions persist or
if rash or irritation develops, discontinue
use ‘and consult a veterinarian.

(d) Sponsors. See 050604 in
§ 510.600(c) of this chapter.

(1) Indications for use. For use on
dogs as a cleaning shampoo and as an
agent for removing skin debris

associated with dry eczema, seborrhea,
and nonspecific dermatoses.

(2) Amount. One to 2 ounces per
application.

(3) Limitations. Use carefully around
the scrotum and eyes, covering scrotum
with petrolatum and instilling boric acid
ophthalmic ointment into eyes. Allow
shampoo to remain for 5 to 15 minutes
before thorough rinsing. Repeat at 4- to
7-day intervals. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

(e) Sponsors. See 017135 in
§ 510.600(c) of this chapter.

(1) Indications for use. For use on
dogs as a cleansing shampoo and as an
agent for removing skin debris

‘associated with dry eczema and

nonspecific dermatoses.

(2) Amount. One to 2 ounces per
application.

(3) Limitations. Use carefully around
the scrotum and eyes, covering scrotum
with petrolatum and instilling boric acid
ophthalmic ointment into eyes. Allow
shampoo to remain for 5 to 15 minutes
before thorough rinsing. Repeat at 4- to
7-day intervals. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

‘Effective date: November 26, 1982.
(Sec. 512(i}, 82 Stat. 347 (21 U.S.C. 360b(i)))
Dated: November 17, 1982.
Robert A. Baldwin,
Associate Director for Scientific Evaluation.
[FR Doc. 82-32334 Filed 11-24-82; 8:45 am|
BILLING CODE 4160-01-M

21 CFR Part 558

New Animal Drugs for Use in Animal
Feeds; Morantel Tartrate

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a supplemental new animal
drug application (NADA)] filed by Pfizer,
Inc., providing revised labeling for use of .
0.44 to 4.4 grams of morantel tartrate per
pound of finished cattle feed to be used
as an anthelmintic.

'EFFECTIVE DATE: November 26, 1982.

FOR FURTHER INFORMATION CONTACT:
Adriano R. Gabuten, Bureau of
Veterinary Medicine (HFV-135), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-443-
4913.

SUPPLEMENTARY INFORMATION: Pfizer,
Inc., 235 E. 42d St., New York, NY 10017,
filed supplemental NADA 92-444
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providing revised labeling for use of 0.44
to 4.4 grams of morantel tartrate per
pound of finished cattle feed to be used
for removal and control of mature
gastrointestinal nematode infections.
The current approval provides for use of
4.4 grams per pound of feed only. The
drug would continue to be fed at 0.44
gram per 100 pounds of body weight.

The supplement is approved and the

regulations are amended accordingly.

" Approval of this supplement does not
change the approved conditions of use
of the drug. It permits feeding of
different amounts of feed containing
various drug concentrations. The animal
still receives the same amount of drug.
Approval did not require new
effectiveness or safety data. Under the
Bureau of Veterinary Medicine's
supplemental approval policy (42 FR
64367; December 23, 1977), this is a
Category II supplemental approval
which does not require reevaluation of
the safety and effectiveness data in the
original approval. In addition, a freedom
of information summary for approval of
the supplement is not required.

The Bureau of Veterinary Medicine
has determined pursuant to 21 CFR
25.24(d)(1)(i) (proposed December 11,
1979; 44 FR 71742) that this action is of a
type that does not individually or
cumulatively have a significant impact
on the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

This action is governed by the
provisions of 5 U.S.C. 556 and 557 and is
therefore excluded from Executive
'‘Order 12291 by section 1(a)(1) of the
Order.

List of Subjects in 21 CFR Part 558

Animal drugs, Animal feeds.

Therefore, under the Federal Food,
Drug, and Cosmetic Act {sec. 512(i}, 82
Stat. 347 (21 U.S.C. 360b(i))) and under
authority delegated to the Commissioner
of Food and Drugs {21 CFR 5.10) and
redelegated to the Bureau of Veterinary
Medicine (21 CFR 5.83), Part 558 is
amended in § 558.360 by revising
paragraph (e)(1) and (3), to read as "
follows:

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

§ 558.360 Morantel tartrate.
* * * * *

(e) Conditions of use.—(1) Amount.
0.44 to 4.4 grams of morantel tartrate per
pound of feed. -

{3) Limitations. Feed as a single
therapeutic treatment at 0.44 gram of
morantel tartrate per 100 pounds of

body weight. Withhold feed overnight
prior to treatment to ensure ration will
be readily consumed. Fresh water
should be available at all times. When
medicated feed is consumed, resume
normal feeding. Conditions of constant
WO exposure may require retreatment
in 2 to 4 weeks. Not for use in dairy

- cattle of breeding age. Do not treat

animals within 14 days of slaughter.
- Effective date: November.26, 1982.
(Sec. 512(i), 82 Stat. 347 {21 U.S.C. 360b(i)).)
Dated: November 17, 1982.
Robert A. Baldwin,"
Associate Director for Scientific Evaluation.

[FR Doc. 82-32175 Filed 11-24-82; 8:45 am|)
BILLING CODE 4160-01-M

¥

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

Office of Assistant Secretary For
Housing—Federal Housing
Commissioner

24 CFR Parts 203, 205,207, 213, 220,
221, 232, 234,.235, 236, 241, 242, and
244

[Docket No. R82-1054]

Mortgage Insurance Loans; Changes

In Interest Rates

AGENCY: Department of Housing and
Urban Development.

ACTION: Final rule.

SUMMARY: This change in the
regulations decreases the HUD/FHA
interest rates on insured loans. This
action by HUD is designed to bring the
maximum interest rates into line with
other competitive market rates and help
assure an adequate supply of and
demand for FHA financing.

EFFECTIVE DATE: November 15, 1982.

FOR FURTHER INFORMATION CONTACT:
John N. Dickie, Director, Financial
Analysis Division, Office of Financial
Management, Department of Housing
and Urban Development, 451 7th Street,
SW., Washington, D.C. 20410 (202-426-
4667).

SUPPLEMENTARY INFORMATION: The
following amendments have been made
to this chapter to decrease the maximum
interest rate which may be charged on
loans insured by this Department. The
maximum interest rate on HUD/FHA
insured home mortgage insurance
programs has been lowered from 12.50
percent to 12.00 percent for level
payment {including operative builder)
and graduated payment home loan
programs (GPM). For insured multi-
family project mortgage loan programs,
the maximum interest rate has been

lowered from 13.50 percent to 13.00
percent. The maximum interest rate for
multi-family construction and Title X
land development loans has been
lowered from 14.50 percent to 14.00
percent.

The Secretary has determined that
such changes are immediately necessary
to meet the needs of the market and to
prevent speculation in anticipation of a
change, in accordance with his authority
contained in 12 U.S.C. 1709-1, as
amended. The Secretary has, therefore,
determined that advance notice and
public comment procedures are
unnecessary and that good cause exists
for making this amendment effective
immediately.

This is a procedural and
administrative determination as set
forth in the statutes and as such does
not require a determination of
environmental applicability.

List of Subjects in 24 CFR Parts 203, 205,
207, 213, 220, 221, 232, 234, 235, 236, 241,
242, and 244

Mortgage insurance.
Accordingly, Chapter Il is amended as
follows:

PART 203—MUTUAL MORTGAGE

- INSURANCE AND REHABILITATION

LOANS

Subpart A—Eligibility Requirements

1. In § 203.20, paragraph (a) is revised
to read as follows:
§ 203.20 Maximum interest rate.

(a) The mortgage shall bear interest at
the rate agreed upon by the mortgagee

. and the mortgagor, which rate shall not

exceed 12.00 percent per annum, except
that where an application for
commitment was received by the
Secretary before November 15, 1982, the
mortgage may bear interest at the
maximum rate in effect at the time of
application.

* * * * *

2. In § 203.45, paragraph (b} is revised
to read as follows:

§ 203.45 Eligibility ot graduated payment
mortgages.

(b) The mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed 12.00 percent per annum, except
that where an application for
commitment was received by the
Secretary before November 15, 1982, the
mortgage may bear interest at the
maximum rate in effect at the time of
application.

* * * * *
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3. In § 203.46, paragraph (c} is revised
to read as follows:

§ 203.46 Eligibility of modified graduated
payment mortgages.
* * * * *

(c) The mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed 12.00 percent per annum, except
that where an application for
commitment was received by the
Secretary before November 15, 1982, the
mortgage may bear interest at the
maximum rate in effect at the time of
apphcatlon

* * * * *

PART 205—MORTGAGE INSURANCE
FOR LAND DEVELOPMENT [TITLE X]

Subpart A—Eligibility Requirements

4. Section 205.50 is revised to read as
follows:

§ 205.50 Maximum interest rate.

Effective on or after November 15,
1982, the mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed 14.00 percent per annum.
Applications for conditional or firm
commitments received on or after
November 15, 1982 will be processed at
the 14.00 percent rate, with the
exception of applications submitted
pursuant to unexpired site appraisal and
market analysis (SAMA) or feasibility
letters, or outstanding conditional or
firm commitments, issued prior to the
effective date of the new rate. In these
instances, applications will be
processed at a rate not exceeding the
applicable previous maximum rates, if
the higher rate was previously agreed
upon by the parties. Notwithstanding
these exceptions, the application will be
processed at the new lower rate if
requested by the mortgagee.

PART 207—MULTIFAMILY HOUSING
MORTGAGE INSURANCE

Subpart A—Eligibility Requirements

5.In § 207.7, paragraph [a] is revised
to read as follows:

§ 207.7 Maximum interest rate.

(a) Effective on or after November 15,
1982, the mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed:

(1) 13.00 percent per annum with
respect to permanent financing;

(2) 14.00 percent per annum with
respect to construction financing prior to
and including the cutoff date for cost

* certification.

Applications for conditional or firm
commitments received on or after
November 15, 1982 will be processed at
the rates specified above, with the
exception of.applications submitted
pursuant to unexpired site appraisal and
market analysis (SAMA) or feasibility
letters, or outstanding conditional or
firm commitments, issued prior to the
effective date of the new rate. In these
instances, applications will be
processed at a rate not exceeding the
applicable previous maximum rates, if
the higher rate was previously agreed
upon by the parties. Notwithstanding
these exceptions, the application will be
processed at the new lower rate if
requested by the mortgagee.

* * * *

PART 213—COOPERATIVE HOUSING
MORTGAGE INSURANCE

Subpart A—Eligibllity Requirements—
Projects

6. In § 213.10, paragraph (a) is revised
to read as follows:

§ 213.10 Maximum interest rate.

(a) Effective on or after November 15,
1982, the mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed:

(1) 13.00 percent per annum with
respect to permanent financing;

(2) 14.00 percent per annum with
respect to construction financing prior to
and including the cutoff date for cost
certification.

Applications for conditional or firm
commitments received on or after
November 15, 1982 will be processed at
the rates specified above, with the
exception of applications submitted
pursuant to unexpired site appraisal and
market analysis (SAMA) or feasibility
letters, or outstanding conditional or
firm commitments, issued prior to the
effective date of the new rate. In these
instances, applications will be R
processed at a rate not exceeding the
applicable previous maximum rates, if
the higher rate was previously agreed
upon by the parties. Notwithstanding
these exceptions, the application will be
processed at the new lower rate if -
requested by the mortgagee.

* * * w *

Subpart C—Eligibility Requirements— .

individual Properties Released From
Project Mortgage

7.In § 213.511, paragraph (a) is
revised to read as follows: -

§ 213.511 Maximum Interest rate.

(a) The mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed 12.00 percent per annum, except
that where an application for
commitment was received by the
Secretary before November 15, 1982, the
mortgage may bear interest at the
maximum rate in effect at the time of
application.

* * * * *

PART 220—URBAN RENEWAL
MORTGAGE INSURANCE AND
INSURED IMPROVEMENT LOANS

Subpart C—Eligibility Requirements—
Projects

8.In § 220.576, paragraph (a) is
revised to read as follows:

§ 220.576 Maximum interest rate.

(a) Effective on or after November 15,
1982, the mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed:

(1) 13.00 percent per annum with

' respect to permanent financing;

{2) 14.00 percent per annum with
respect to construction financing prior to
and including the cutoff date for cost
certification.

Applications for conditional or firm
commitments received on or after

November 15, 1982, will be processed at

the rates specified above, with the
exception of applications submitted
pursuant to unexpired site appraisal and
market analysis (SAMA) or feasibility
letters, or outstanding conditional or
firm commitments, issued prior to the
effective date of the new rate. In these
instances, applications will be
processed at a rate not exceeding the
applicable previous maximum rates, if
the higher rate was previously agreed
upon by the parties. Notwithstanding
these exceptions, the application will be
processed at the new lower rate if
requested by the mortgagee.

* * * *

PART 221—LOW COST AND
MODERATE INCOME MORTGAGE
INSURANCE

Subpart C—Eligibility Requirements—
Moderate Income Projects

9. In §221.518, paragraph (a) is revmed
to read as follows:
§ 221.518 Maxlmum interest rate.

(a) Effective on or after November 15,
1982, the mortgage shall bear interest at

* the rate agreed upon by the mortgage

A
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and the mortgagor, which rate shall not
exceed:

(1) 13.00 percent per annum with
respect to permanent financing;

(2) 14.00 percent per annum with
respect to construction financing prior to
and including the cutoff date for cost
certification.

Applications for conditional or firm
commitments received on or after
November 15, 1982 will be processed at
the rates specified above, with the
exception of applications submitted
pursuant to unexpired site appraisal and
market analysis (SAMA) or feasibility
letters, or outstanding conditional or
firm commitments, isgued prior to the
effective date of the new rate. In these
instances, applications will be
processed at a rate not exceeding the
applicable previous maximum rates, if
the higher rate was previously agreed
upon by the parties. Notwithstanding
these exceptions, the application will be
processed at the new lower rate if
requested by the morigagee.

* * * *

PART 232—NURSING HOMES AND
INTERMEDIATE CARE FACILITIES
MORTGAGE INSURANCE

Subpart A—Eligibility Requirements

10. In § 232.29, paragraph (a), is
revised to read as follows: ~

§232.29 Maximum Interest rate.

(a) Effective on or after November 15,
1982, the mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed:

(1) 13.00 percent per annum with
respect to permanent financing;

{2) 14.00 percent per annum with
respect to construction financing prior to
and including the cutoff date for cost
certification,

Applications for conditional or firm
commitments received on or after
November 15, 1982 will be processed at
the rates specified above, with the
exception of applications submitted
pursuant to unexpired site appraisal and
market analysis (SAMA) or feasibility
letters, or outstanding conditional or
firm commitments, issued prior to the
effective date of the new rate. In these
instances, applications will be
processed at a rate not exceedmg the
applicable previous maximum rates, if
the higher rate was previously agreed
upon by the parties. Notwithstanding
these exceptions, the application will be
processed at the new lower rate if
requested by the mortgagee.

*

* * * *

Subpart C—Eligibility Requirement—
Supplemental Loans To Finance
Purchase and Installation of Fire
Safety Equipment

- 11. § 232.560, paragraph (a) is revised
to read as follows:

§232.560 Maximum interest rate.

(a) On or after November 15, 1982, the
loan shall bear interest at the rate
agreed upon by the lender and the
borrower, which rate shall not exceed
13.00 percent per annum, with the
exception of applications submitted
pursuant to feasibility letters, or
outstanding conditional or firm
commitments, issued prior to the
effective date of the new rate. In these
instances, applications will be
processed at a rate not exceeding the
applicable previous maximum rates, if
the higher rate was previously agreed
upon by the parties. Notwithstanding
these exceptions, the application will be
processed at the new lower rate if

. requested by the mortgagee.

* * * *

PART 234—CONDOMINIUM
OWNERSHIP MORTGAGE INSURANCE

Subpart A—Eligibility Requirements—
Individually Owned Units ’

12. In § 234.29, paragraph (a) is
revised to read as follows:

§ 234.29 Maximum interest rate.

(a) The mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed 12.00 percent per annum, except
that where an application for
commitment was received by the
Secretary before November 15, 1982, the
morigage may bear interest at the
maximum rate in effect at the time of
application.

* * * * *

13. In § 234.75, paragraph (b} is
revised to read as follows:

§ 234.75 Eligibility of graduated payment
mortgages.

* * * * *

(b) The mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed 12.00 percent per annum, except
that where an application for
commitment was received by the
Secretary before November 15, 1982, the
mortgage may bear interest at the
maximum rate in effect at the time of
application.

* * * * *

14. In § 234.76, paragraph (c) is revised

to read as follows:

§ 234.76 Eligibllity of modified graduated
payment mortgages.

* * * * *

(c} The mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed 12.00 percent per annum, except
that where an application for
commitment was received by the
Secretary before November 15, 1982, the
mortgage may bear interest at the
maximum rate in effect at the time of
application.

* * * * *

PART 235—MORTGAGE INSURANCE
AND ASSISTANCE PAYMENTS FOR
HOME OWNERSHIP AND PROJECT
REHABILITATION

Subpart D—Eligibility Requirements—
Rehabilitation Sales Projects

15. In § 235.540, paragraph (a) is
revised to read as follows:

§ 235.540 Maximum interest rate.

(a) On or after November 15, 1982, the
loan shall bear interest at the rate
agreed upon by the lender and the
borrower, which rate shall not exceed
13.00 percent per annum, with the
exception of applications submitted
pursuant to feasibility letters, or
outstanding conditional or firm
commitments, issued prior to the
effective date of the new rate. In these
instances, applications will be
processed at a rate not exceeding the
applicable previous maximum rates, if
the higher rate was previously agreed
upon by the parties. Notwithstanding
these exceptions, the application will be
processed at the new lower rate if
requested by the mortgagee.

* * * *

PART 236—MORTGAGE INSURANCE
AND INTEREST REDUCTION :
PAYMENT FOR RENTAL PROJECTS

Subpart A—Eligibility Requirements
for Mortgage Insurance

16. In § 236.15, paragraph (a) is
revised to read as follows:

§ 236.15 Maximum interest rate.

(a) Effective on or after November 15,
1982, the mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed:

(1) 13.00 percent per annum with
respect to permanent financing;

(2) 14.00 percent per annum with
respect to construction financing prior to
and including the cutoff date for cost
certification.
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Applications for conditional or firm
commitments received on or after
November 15, 1982, will be processed at
the rate specified above, with the
exception of applications submitted
pursuant to unexpired site appraisal and
market analysis (SAMA) or feasibility
letters, or outstanding conditional or
firm commitments, issued prior to the
effective date of the new rate. In these
instances, applications will be
processed at a rate not exceeding the
applicable previous maximum rates, if
the higher rate was previously agreed
upon by the parties. Notwithstanding
these exceptions, the application will be
processed at the new lower rate if.
requested by the mortgagee.

*

* * * *

PART 241—SUPPLEMENTARY . .
FINANCING FOR INSURED PROJECT
MORTGAGES

Subpart A—Eligibility Requirements

17. Section 241.75 is revised to read as
follows:

§241.75 Maximum interest rate.

Effective on or after November 15,
1982, the mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed:

(a) 13.00 percent per annum with
respect to permanent financing;

(b) 14.00 percent per annum with
respect to construction financing prior to
and including the. cutoff date for cost
certification.

Applications for conditional or firm
commitments received on or after
November 15, 1882, will be processed at
-the rates specified above, with the
exception of applications submitted
pursuant to unexpired site appraisal and
market analysis (SAMA) or feasibility
letters, or outstanding conditional or
firm commitments, issued prior to the
effective date of the new rate. In these
instances, applications will be
processed at a rate not exceeding the
applicable previous maximum rates, if
the higher rate was previously agreed
upon by the parties. Notwithstanding
these exceptions, the application will be
processed at the new lower rate if
requested by the mortgagee.

*

* * * *

PART 242—MORTGAGE INSURANCE
FOR HOSPITALS

Subpart A—Eligibility Requirements

18. In § 242.33 paragraph (a) is revised
to read as follows:

§ 242.33 Maximum interest rate.

(a) Effective on or after November 15,
1982, the mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed:

(1) 13.00 percent per annum with
respect to permanent financing;

(2) 14.00 percent per annum with
respect to construction financing prior to
and including the cutoff date for cost
certification.

Applications for conditional or firm
commitments received on or after
November 15, 1982, will be processed at
the rates specified above, with the
exception of applications submitted
pursuant to unexpired site appraisal and
market analysis (SAMA) or feasibility
letters, or outstanding conditional or
firm commitments, issued prior to the
effective date of the new rate. In these
instances, applications will be
processed at a rate not exceeding the

. applicable previous maximum rates, if

the higher rate was previously agreed -
upon by the parties. Notwithstanding
these exceptions, the application will be
processed at the new lower rate if
requested by the mortgagee.

* * * * *

PART 244—MORTGAGE INSURANCE
FOR GROUP PRACTICE FACILITIES
(TITLE XI]

Subpart A—Eligibility Requirements

19. In § 244.45, paragraph (a) is
revised to read as follows:

§244.45 Maximum interest rate.

(a) Effective on or after November 15,
1982, the mortgage shall bear interest at
the rate agreed upon by the mortgagee
and the mortgagor, which rate shall not
exceed:

(1) 13.00 percent per annum with
respect to permanent financing;

(2) 14.00 percent per annum with
respect to construction financing prior to
and including the cutoff date for cost
certification.

Applications for conditional or firm
commitments received on or after
November 15, 1982, will be processed at
the rates specified above, with the
exception of applications submitted
pursuant to unexpired site appraisal and
market analysis (SAMA) or feasibility
letters, or outstanding conditional or
firm commitments, issued prior to the
effective date of the new rate. In these
instances, applications will be
processed at a rate not exceeding the
applicable previous maximum rates, if
the higher rate was previously agreed
upon by the parties. Notwithstanding
these exceptions, the application will be

processed at the new lower rate if

requested by the mortgagee.

* L] * * *

(Sec. 3(a), 82 Stat. 113; 12 U.S.C. 1709-1; Sec.

7, Department of Housing and Urban

Development Act, 42 U.S.C. 3535 (d}))
Dated: November 12, 1982.

W. Calvert Brand,

Acting Assistant Secretary for Housing—

Federal Housing Commissioner..

[FR Doc. 82~32301 Filed 11-24-82; 8:45 am}

BILLING CODE 4210-27-M

DEPARTMENT OF'THE TREASURY

Bureau of Alcohol, Tobacco and
Firearms

27 CFR Part 9
[T.D. ATF-118; Ref: Notice No. 422]

Loramie Creek Viticuitural Area

AGENCY: Bureau of Alcohol, Tobacco
and Firearms, Treasury.

ACTION: Final rule, Treasury decision.

* SUMMARY: This final rule establishes a

viticultural area in Shelby County, Ohio,
to be known as “Loramie Creek.” The
Bureau of Alcohol, Tobacco and
Firearms (ATF), believes the
establishment of Loramie Creek as a
viticultural area and its subsequent use
as an appellation of origin on wine
labels and in wine advertisements will
allow wineries to better designate where
their wines come from and will enable
consumers to better identify the wines
from this area.

EFFECTIVE DATE: December 27, 1982.

FOR FURTHER INFORMATION CONTACT:
Lori D. Weins, Research and
Regulations Branch, Bureau of Alcohol,
Tobacco and Firearms, Washington, DC
20226 {202-566—-7626).

SUPPLEMENTARY INFORMATION:
Background

On August 23, 1978, ATF published
Treasury Decision ATF-53 (43 FR 37672,
54624) revising regulations in 27 CFR

- Part 4. These regulations allow for the

establishment of definite viticultural
areas. The regulations also allow the
name of an approved viticultural area to
be used as an appellation of origin on
wine labels and in wine advertisements.

On October 2, 1979, ATF published
Treasury Decision ATF-60 (44 FR 56692)
which added a new Part 9 to 27 CFR, for
the listing of approved American
viticultural areas.

Section 4.25a(e)(1), Title 27, CFR,
defines an American viticultural area as
a delimited grape-growing region
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distinguishable by geographical
features. Section 4.25a(e)(2) outlines the
procedure for proposing an American
viticultural area. Any interested person
may petition ATF to establish a grape-
growing region as a viticultural area.

Mr.-Homer K. Monroe, proprietor of
the Vinterra Farm Winery and Vineyard
in Houston, Ohio, petitioned ATF to
establish a viticultural area in Shelby -
County, Ohio, to be know as “Loramie
Creek.” In response to this petition, ATF
published a notice of proposed
rulemaking, Notice No. 422, in the
Federal Register on September 1, 1982
(47 FR 38553), proposing the
establishment of the Loramie Creek
viticultural area.

Comments

No comments were received during
the comment period. ATF has received
no information from any source
indicating opposition to the petition.

Evidence of the Name

The name of the area, Loramie Creek,
was well documented by the petitioner.
After evaluating the petition, ATF
believes that the Loramie Creek ,
viticultural area has a unique historical
identity and that the area is known by
the name “Loramie Creek.” °

Geographical Evidence

The petition established the Loramie
Creek viticultural area as a distinctive
grape-growing region distinguished from
the surrounding areas on the basis of
soil. .

The soil in the Loramie Creek
viticultural area is the Glynwood-Blount
Soil Association. This soil association is
found on rldges and side slopes that
parallel major streams and
drainageways north and west of the
Great Miami River. The landscape of the
association is typified by mostly gently
sloping to sloping topography of
uplands. The major soils.in this
association formed in clay loam or silty
. clay loam glacial till. Glynwood soils
are moderately well drained and mostly
gently sloping to sloping. The Blount
soils are somewhat poorly drained and
occur on nearly level and gently sloping
topography. Most areas of the
asgsociation are used as cropland or
pasture. The slope and a severe erosion
hazard are the major limitations of the
Glynwood soils for farming. Seasonal
wetness and a moderate erosion hazard
are the major limitations of the Blount
soils for farming. Unless artificially
drained, Blount soils are slow to dry out
in spring.

The associations that surround the
Loramie Creek viticultural area are the
Blount-Pewamo Association and the

Blount-Pewamo-Glynwood Association.
The basic characteristics of the Blount-
Pewamo Association are level to gently
sloping, somewhat poorly drained and
very poorly drained soils formed in -
glacial till on uplands. The Blount-
Pewamo-Glynwood Association is
typified by level to gently sloping,
somewhat poorly drained, very poorly
drained, and moderately well drained
soils formed in loamy glaCIal till on
uplands.

Boundaries

The boundaries proposed by the
petitioner are adopted. Although ATF
believes the Loramie Creek viticultural -
area could be expanded, to include
some adjacent areas containing the
Glynwood-Blount Soil Association, we
are approving the boundaries as
proposed because at the present time
there is no viticulture in the adjacent
areas. Specific'boundaries are set out in
the regulatory text to § 9.62.

Miscellaneous

ATF does not wish to give the
impression by approving the Loramie
Creek viticultural area that it is
approving or endorsing the quality of the
wine from this area. ATF is approving
this area as being viticulturally distinct

- from surrounding areas, not better than

other areas. By approving the area, wine
producers are allowed to claim a
distinction on labels and advertisements
as to origin of the grapes. Any
commercial advantage gained can only
come from consumer acceptance of
Loramie Creek wines.

Executive Order 12291

It has been determined that this final
regulation is not a “major rule” within
the meaning of Executive Order 12291,
46 FR 13193 (February 17, 1981), because
it will not have an annual effect on the
economy of $100 million or more; it will
not result in a major increase in costs or
prices for consumers, individual
industries, Federal, State, or local
government agencies, or geographic
regions, and it will not have significant
adverse effects on competition,
employment, investment, productivity,
innovation, or on the ability of United
States-based enterprises to compete
with foreign-based enterprises in
domestic or export markets.

Regulatory Flexibility Act

The provisions of the Regulatory
Flexibility Act relating to an initial and
final regulatory flexibility analysis (5
U.S.C. 603, 604) are not applicable to this
final rule because the final rule will not
have a significant economic impact on a
substantial number of small entities. The

final rule will not impose, or otherwise

. cause, a significant increase in the

reporting, recordkeeping, or other
compliance burdens on a substantial
number of small entities. The final rule
is not expected to have significant
secondary or incidental effects on a
substantial number of small entities.

Disclosure

A copy of the petition and appropriate
maps with boundaries marked are
available for inspection during normal
business hours at the following location:
ATF Reading Room, Room 4405, Office
of Public Affairs and Disclosure, 12th
and Pennsylvania Avenue, NW.,
Washington, D.C.

Drafting Information

The principal author of the document
is Lori D. Weins, Research and
Regulations Branch, Bureau of Alcohol,
Tobacco and Firearms. However, other
personnel of the Bureau and of the .
Treasury Department have participated
in the preparation of this document,
both in matters of substance and style.

List of subjects in 27 CFR Part 9

Administrative practice and
procedure, Consumer protection,
Viticultural areas, Wine.

Authority and Issuance

Accordingly, under the authority .
contained in section 5 of the Federal
Alcohol Administration Act (49 Stat.
981, as amended; 27 U.S.C. 205), 27 CFR
Part 9 is amended as follows:

PART 9—AMERICAN VITICULTURAL
AREAS

Par. 1. The table of sections in 27 CFR
Part 9, Subpart C, is amended t¢ add the
title of § 9.62. As amended, the table of
sections reads as follows:

Subpart C—Approved American Viticultural
Areas

Sec.

* * * * *
9.62 Loramie Creek.

* * * * *x

Par. 2. Subpart C is amended by
adding § 9.62 to read as follows:

Subpart C—Approved American
Viticultural Areas

* * * * *

§9.62 Loramie Creek.

(a) Name. The name of the viticultural
area described in this section is ’
“Loramie Creek.”

(b) Approved map. The approved map
for the Loramie Creek viticultural area is
the U.S.G.S. map entitled “Fort Loramie
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Quadrangle, Ohio—Shelby Co.,” 7.5
minute series (topographic), 1961
(photoinspected 1973).

(c) Boundaries: The Loramie Creek
viticultural area is located entirely
within Shelby County, Ohio. The
boundaries are as follows: -

(1) From the beginning point of the
boundary at the intersection of State
Route 47 and Wright-Puthoff Road, the
boundary runs southward on Wright-
Puthoff Road for a distance of 1% miles
to the intersection of the Wright-Puthoff
Road with Consolidated Railroad
Corporation (indicated on the U.S.G.S.
map as New York Central Railroad);

(2) Then along the Consolidated
Railroad Corporation right-of-way in a
southwesterly direction for a distance of
2% miles to the intersection of the
Consolidated Railroad Corporation
right-of-way with Loramie Creek;

(3) Then upstream along Loramie
Creek in a northwesterly direction for a
distance of approximately 3% miles to
the intersection of Loramie Creek and
State Route 47;

(4) Then eastward on State Route 47
for a distance of approximately 4% miles
to the beginning point of State Route 47
and Wright-Puthoff Road.

Signed: November 10, 1982
Stephen E. Higgins,
- Acting Director.”
Approved: November 16, 1982.
David Q. Bates, )
Deputy Assistant Secretary (Operations).
{FR Doc. 82-32362 Filed 11-24-82; 8:45 am)
BILLING CODE 4810-31-M

DEPARTMENT OF LABOR

Occupational Safety and Heailth
Administration-

29 CFR Part 1910
[Docket H-103S]

Educational/Scientific Diving

AGENCY: Occupational Safety and
Health Administration, Labor.

ACTION: Final rule.

SUMMARY: OSHA is exempting scientific
diving from coverage of 29 CFR Part
1910, Subpart T, Commercial Diving
Operations, provided that the scientific
diving is under the direction and control
of a diving program utilizing a diving
safety manual and a diving control
board meeting certain specified criteria.
Based on comments, data and other
information contained in the record,
OSHA has determined that there are

. significant differences between
commercial diving and scientific diving

and that the diving programs followed
by the scientific diving community have
resulted in an effective system of self-
regulation. OSHA believes the
exemption will allow the scientific
diving community to perform significant
underwater scientific research activities
while maintaining the safety and health
of scientific divers. .
EFFECTIVE DATE: This final rule becomes
effective on November 26, 1982.

FOR FURTHER INFORMATION-CONTACT:
Mr. Glen E. Gardner or Ms. Joanne E.
Slattery, U.S. Department of Labor,
Occupational Safety and Health -
Administration, Room N3463, 200
Constitution Avenue, NW., Washington,
D.C. 20210, (202) 523-7225.

SUPPLEMENTARY INFORMATION:

1. Background

On November 5, 1976, OSHA
published a notice of proposed
rulemaking with respect to commercial
diving operations {41 FR 48950). This -
proposal was published concurrently
with a notice of hearing on commercial
diving operations issued by the U.S.
Coast Guard (41 FR 48969). Public
hearings were held by OSHA, with the
participation of the Coast Guard, in New
Orleans, Louisiana, on December 16-21,
1976, and January 10-14, 1977. The
record of this rulemaking was used in
the development and promulgation of
the OSHA final standard, published July
22, 1977 (42 FR 37650), and the Coast
Guard's notice of proposed rulemaking,
published November 10, 1977 (42 FR
58712).

The OSHA final standard for
commercial diving operations, codified
as §§ 1910.401-441, Subpart T of 29 CFR
Part 1910, did not exempt diving
operations performed for scientific
research and development purposes.
However, the Coast Guard proposal,
which was similar in content to the
OSHA final standard, proposed to
exempt diving performed solely for
scientific research and development
purposes by educational institutions
(educational/scientific diving) and
retained the exemption in its final rule,
published November 16, 1978 (43 FR
53683).

Since the publication of Subpart T,
OSHA has received requests from
various individuals and organizations to
reconsider its coverage of educational/
scientific diving because they believe
the application of Subpart T to this type
of diving is inappropriate. They have
noted that it is customary for the
educational/scientific diving community
to follow well-established, consensual
standards of safe practice. The first set
of consensual standards was developed

by the Scripps Institution of
Oceanography of the University of
California (Scripps) in the early 1950's.
In 1973, diving safety boards and
committees from ten major educational
institutions involved in scientific diving
met and accepted the University of
California Guide for Diving Safety as a
minimum standard for their individual
programs (Ex. 4:1). Therefore, it was
contended that most educational
institutions that had diving programs
were complying with this consensual
standard with limited modifications for
regional and operational variations in
diving before the publication of the
OSHA final standard. These educational
institutions pointed to their excellent
safety record prior to OSHA, attributing
it to the effectiveness of their self-
regulation. '

Additionally, they noted that
significant differences exist between
commercial diving and educational/
scientific diving. For example, the
educational/scientific diver is an
observer and data gatherer who chooses
the work area and diving conditions
which will minimize environmental
stresses and maximize the safety and
efficiency of gathering data.

They noted, in contrast, the
commercial diveris an underwater
construction worker, builder and trouble
shooter whose work area and diving
conditions are determined by the
location and needs of the project.

Based on the concerns expressed in
these requests, OSHA published, on
August 17, 1979, an advance notice of
proposed rulemaking (ANPR) (44 FR
48274) to obtain additional information
concerning which provisions of Subpart.
T were causing the most difficulty for
the educational/scientific diving
community, and what modifications to
the Subpart should be considered.
Educational institutions submitted 25 of
the 51 comments that OSHA received in
response to the ANPR, and were
unanimous in recommending an
exemption of their diving activities from
coverage under Subpart T. The majority
of the remaining comments supported an
exemption for all segments of the
scientific diving community.

Commenters recommending an
exemption continued to contend that the
application of Subpart T to scientific
diving is inappropriate because there
are very significant differences between
this type of diving and commercial
diving; that they have been self-
regulating their scientific diving
programs for more than two decades;
and that their programs are patterned
after those safety standards and training
procedures developed for scientific
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research diving at Scripps in the early
1950’s. They further asserted that the
Scripps model has been very effective as
evidenced by their safety records.
Several commenters submitted accident
data associated with their diving
experience to illustrate their safety
record. )

The responses to the ANPR, together
with other information and data
contained in the record, convinced
OSHA that there was a significant
difference between educational/
scientific diving and commercial diving;
that the safety record of the
educational/scientific.diving community
represented evidence of its successful
self-regulation; and, as a result, an
exemption for educational/scientific
diving might be justified.

Accordingly, on March 26, 1982,
OSHA published a notice of proposed
rulemaking to exempt from Subpart T,
diving “performed solely for marine
scientific research and development
purposes by educational institutions”
(47 FR 13005). It should be noted that the
notice proposed to exempt educational/
scientific diving activities only from*
Subpart T and not from other applicable
OSHA regulations. For example,
educational/scientific diving employers,
like any other employers, are required to
comply with 29 CFR Part 1904
concerning the recording and reporting
of occupational injuries and illnesses.

Although it was proposed to exempt
only educational institutions which
perform scientific diving, OSHA raised
the issue of whether the proposed
exemption should be broadened to
include the scientific diving community
in general. The notice of proposed
rulemaking contained the following
questions in order to solicit data and
information for determining if the final
rule should contain exemption for other
segments of the scientific diving
community. :

1. Should OSHA adopt the exemption .

provided by the U.S. Coast Guard
standard (§ 197.202(a)(2)) which states
that the Coast Guard standard does not
apply to any diving operation
“performed solely for research and
development for the advancement of
diving equipment and technology?”

2. Should OSHA exempt all scientific .

diving? If so, how should OSHA define
those activities which constitute’
scientific diving? ’

3. Should OSHA only exempt
scientific diving when such diving
complies with an alternative standard
which provides divers a comparable
level of safety and health as OSHA'’s
Subpart T standard? -

Interested persons were given until
May 10, 1982, to submit written

comments, views, and arguments in
response to the notice of proposed
rulemaking.

The International Brotherhood of
Carpenters and Joiners (Carpenters
Union) (Ex. 5: 3) requested a hearing and
stated its objection to the proposed
exemption and to the possible
expansion,of the exemption to other
segments of the scientific diving
community. The Carpenters Union
suggested that in lieu of granting an’
exemption to the scientific diving
community, employers should seek a
variance from Subpart T under section
6(d) of the Occupational Safety and
Health Act.

On May 26, 1982, OSHA published a
notice (47 FR 22972) extending the
comment period, as requested by the
American Academy of Underwater
Sciences (Ex. 5: 46), to June 18, 1982, and
scheduling an informal public hearing to
be held June 28-30, 1982, in Washington,
D.C., and to continue in Los Angeles,
California, July 7-9, 1982. The purpose of
the informal public hearing was to
receive testimony on whether OSHA
should grant an exemption from the
commercial diving standard for
educational/scientific diving, the nature
of any exemption and whether the scope
of the exemption should be broadened
to include other segments of scientific
diving. In addition to the general issue
as stated above, OSHA invited
testimony on the appropriateness of the
section 6(d) variance mechanism in
dealing with the scientific diving
question.

The Administrative Law Judge
presiding at the hearings allowed 15
days from the completion of the hearing
on July 9, 1982, to submit post-hearing
comments, and another 15 days for filing
arguments and briefs relating to the
hearing issues. The Administrative Law
Judge certified the record of the hearing
to the Assistant Secretary of Labor for
Occupational Safety and Health on
September 3, 1982.

In this preamble, OSHA identifies
exhibits submitted to Docket H-103S
with parentheses (Ex. 5). Comment
numbers follow the exhibit in which
they are contained (Ex. 5: 24). If more
than one comment within an exhibit is
cited, the comment numbers are
separated by semicolons (Ex. 5: 24; 102).
The page number (p.) is also cited if
other than page one. The transcript of
the hearing (Tr.) is cited by page (Tr. 72).

II. Summary and Explanation of the
Final Rule

This section includes an analysis of
the record of evidence and the policy
considerations underlying the issuance
of this final rule.

°

OSHA received 164 written comments
in response to the notice of proposed )
rulemaking (47 FR 13005). The comments
were submitted by educational
institutions, private companies, public
agencies, associations, a union, and
individual scientific divers. They
represent a variety of geographical
locations including the Virgin Islands,
New York, Massachusetts, Washington,
Oregon, California, Hawaii, Texas,
Florida, Rhode Island, North Carolina,
Virginia, and Maryland.

The transcript of the hearing consists
of more than 600 pages of testimony.
Nine post-héaring exhibits were
submitted, consisting of post-hearing
comments, arguments, or briefs.

As indicated above, the notice of
proposed rulemaking proposed to
exempt diving performed solely for
“marine” scientific research and
development purposes. However, °
numerous commenters (e.g., Ex. 5: 13; 42;
76; 117; 142) pointed out that “marine”
should not be included in the exemption.

For example, the Vice Chancellor for
Faculty and Staff at the California State
University and Colleges (Ex. 5: 13)
noted:

We would like to suggest however, that the
word “marine” be dropped since it may be
misconstrued as referring only to ocean
related diving while much scientific research
and development diving * * * is carried out
in lakes, rivers, etc.

The Environmental Health and Safety
Officer for the University of California,
Berkeley (Ex. 5: 69) remarked:

Many important scientific research projects

"are conducted in lakes and streams and may

not be included in the exemption. I believe
that this is not the intent of the modification.

It was not OSHA's intention to draw
such a distinction and therefore the
word “marine” is not included in the
final exemption.

When the proposal was published, the
record contairéd information concerning
exemption of the scientific diving
community in general and not just
scientific diving performed by
educational institutions. Thus, in the
notice of proposed rulemaking as
discussed above, OSHA asked if all
scientific diving should be exempted. In

. response to this question, the vast

majority of the comments, as well as
hearing testimony, addressed this
broader issue of exempting all scientific
diving from the standard for commercial
diving operations,

Commenters noted that the scientific

‘diving community includes more than

just educational institutions; that
regardless of who is performing the
diving, scientific diving is different from
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commercial diving; and that an effective
system of self-regulation, modeled after
the Scripps program, is evidenced by an
exemplary safety record and exists
throughout the scientific diving
community. Over 135 commenters and
many witnesses at the hearing
supported an exemption for all scientific
diving. The following commenters are
representative of those supporting an
exemption for all scientific diving.
A scientific diver from California’s

. Department of Fish and Game (Ex. 5: 7

p.2) stated: .

I* * * believe that OSHA should exempt
all scientific diving from Subpart T. The
consensual standard developed by the
scientific community represents decades of
accumulated wisdom and experience of the
divers themselves, including those in private,
governmental, and educational organizations,
and has resulted in an excellent safety
record. '

Another scientific diver (Ex. 5: 76)
indicated: .

* * *]strongly urge that this exemption be
extended to include all scientific diving. The
scientific diving community as a whole
(including not only educational institutions
but also governmental and private
institutions conducting scientific research)
has been effectively self-regulated since the
inception of scientific diving. Virtually all
scientific diving operations {public and
private) have adopted a consensual standard
of safe practices based upon the Scripps
Institution of Oceanography Manual for

. Diving Safety. The efficacy of this
consensual, self-regulatory approach has
been attested to by the excellent safety
record* * *

A scientific diver from the University
of Southern California (Ex. 5: 135)
stated:

Our present system, which has a long and
successful record for insuring diver safety,
should be allowed to remain in effect. This
should include all scientific diving,
freshwater and marine, through educational
and research institutions, since this is the
domain in which the system has worked to
date. The present system has the respect of
the scientists, is responsive to our research
needs, yet has proven itself by providing a
remarkably safe environment for underwater
research.

The President of MBC Applied
Environmental Sciences {Ex. 5: 137A p.
2} remarked:

OSHA should exempt all scientific diving.
The first generation of scientific divers
developed a set of consensual safety
standards more than two decades ago at a
single institution, Scripps. Today those same
basic standards have been refined and
spread nationwide by recipients to include
academic and private research organizations,
state, local, and the federal government. This
wide acceptance-is a result of demonstrated
safety for the individual and it is not
employer-specific.

Based on the overwhelming support
from comments and hearing testimony,
as well as other information contained
in the record, OSHA believes that an
exemption is justified for all scientific
diving, not solely scientific diving
performed by educational institutions.
Additionally, based on the record and
discussed later in this notice, OSHA has
specified conditions that scientific
diving programs must meet before
members of the scientific diving
community may avail themselves of the
exemption. Therefore, OSHA has

-broadened the exemption to include all

segments of the scientific diving
community.

The following narrative discusses the
reasons and conclusions reached by
OSHA for exempting the scientific
diving community from Subpart T.
Members of the scientific diving
community contended that the
application of Subpart T to scientific
diving is inappropriate, since the tasks
performed by commercial divers are
different than those performed by
scientific divers (e.g., Ex. 5: 1; 19; 67; 105;
156), (e.g., Tr. 59-60, 232, 358, 568-569).
For example, the campus Diving Officer
from the University of California, Santa
Barbara (Tr. 568) stated:

What the individual does when he or she
reaches the worksite is where the distinction
should be made. Scientific divers do not use
explosives, we do not get involved in .
shipwrecking, we do not get involved in
heavy salvage. We are involved in studying -
animals and plants and living organisms in
their environment.

The Diving Safety Officer from Moss
Landing Laboratories (Tr. 358) noted:

* * * I believe that scientific divers are a
completely and entirely different class of
divers with respect to working conditions,
tools and equipment used and risk exposure.
Commercial divers typically are involved in
underwater construction, repair and
maintenance, often in emergency capacity
under potentially hazardous conditions. In
contrast is the scientific diver who gathers
specimens, conducts experiments, i
photographs the environment, and in general
only uses lightweight simple tools
underwater.

The President of MBC Applied
Environmental Sciences (Tr. 337-337A),
in reference to Subpart T, remarked:

These regulations were intended for the
commercial diving industry, plainly, and is
pointed out in the original emergency
temporary standard, supporting
documentation, published in the Federal
Register * * *

The scientific diving community does not
engage in the shipbreaking, salvage or related
kinds of activities as pointed out in that
document. Nor does it use generally oxy or
cutting equipment, electric arc welders or
explosive devices.

However, the Carpenters Union, and
others, expressed the concern that it
may be difficult to cleatly distinguish
commercial diving operations from
scientific diving operations. From this
perspective, the Carpenters Union
contended that an exemption which was
too broad could result in commercial
diving operations being characterized as
scientific diving operations and might -
possibly deny the protection afforded by
Subpart T to its members. The
representative of the Carpenters Union
(Tr. 98-99) asserted:

* * * we have had, from the very
beginning, a great concern that in
approaching this problem—in not a careful
manner, that OSHA could draft an exemption
that would be so broad that it would deny
protection under a standard that we worked
many years to develop, to many of our
members who are working in the commercial
diving community.

The Business Representative from the
Pile Drivers (associated with the
Carpenters Union), Local 34, (Tr. 287)
stated:

No clear distinction between segments of
the diving community exist(s).

We have members of our organization who
by the nature of their mobility and
qualification blur any distinction between the
segments within the diving community.

Based on the comments and other
information contained in the record,
OSHA believes, and the final rule
recognizes, that the tasks performed by
commercial divers are different than
those performed by scientific divers.
Commercial diving activities necessitate
the use of heavy tools and include such
tasks as placing or removing heavy
objects underwater, inspection of
pipelines and similar objects,
construction, demolition, cutting or
welding, or the use of explosives.

In contrast, the sole purpose of
scientific diving is to perform scientific
research which includes such tasks as
scientific observation of natural
phenomena or responses of natural
systems, and gathering data for
scientific analysis. The tasks performed
by scientific divers are usually light,
short in duration, and if any handtools
are used, they are usually no more than
simple non-powered handtools such as
screwdrivers and pliers.

Because of the differences in tasks
performed, OSHA believes that clear
distinctions can be made between

_ scientific diving and commercial diving
‘and has incorporated these distinctions

in the definition of “scientific diving” in
the final rule. As will be discussed
below, OSHA believes that its definition
of “scientific diving” addresses the
concerns expressed by the Carpenters
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Union and others as to limiting the
scope of the exemption, and virtually
eliminates the potential for overlap and
confusion between scientific diving and .
commercial diving. ‘

Members of the scientific diving
community stated that their effective
system of self-regulation is the major
reason why scientific diving operations
should be exempted from Subpart T. It
was asserted that this diving community
has been effectively self-regulated for
approximately three decades, and that
its scientific diving programs are
modeled after the Scripps program
developed in the early 1950's. The
Deputy Director of the Scripps
Institution of Oceanography of the
University of California, San Diego (Ex.
- 5:125 pp. 1,2) expressed his belief of
why the system has been so_successful:

I believe that a major factor in the success
of the Scripps program has been that it is a
program formulated, monitored, and enforced
by working divers at the institution with the
assistance of diving physiologists and safety
officers. It is one matter for a diver to answer
for an infraction to an outside regulatory
agency and another matter to answer to one's
peers. The fact that individual divers are
involved in rulemaking and enforcement of
rules that by consensus have been desxgned
to safeguard divers in general and in the ,
specific circumstances of scientific diving
require each diver to examine the potential
for misadventure in all of his diving activities.

I note with.considerable pride that the
Scripps diving safety program, including our
manual for diving safety and our Diving
Control Board, has become the prototype for
most institutional diving safety programs
here and abroad.

The majority of commenters (e.g., Ex.
5: 9; 28; 60; 102; 137; 162) as well as
witnesses at the hearing (Tr. 33, 163,
321A, 531) favored this system of self-
regulation because it is formulated,
monitored, and enforced by working
divers.

For example, a research specialist
from the University of California, Santa
Barbara (Ex. 5: 22) stated:

Our local Diving Control Board continually
monitors diving activity, both to insure
compliance with the Manual for Diving
Safety and to review for any needed updates
to provide greater safety. This peer review of
dive operations has been very effective. The
combined expertise of practicing scientific
divers which has been accumulated and put
into practice through this system has made it
one of the best systems that I am aware of.

The Chairman of the Diving Safety
Board at the State University of New
York at Stony Brook (Ex. 5: 27)
‘indicated:

All diving operations are subject to peer
review and oversight on an ongoing basis to
ensure compliance with the regulations of the
manudl in all aspects of the project.

s

A scientific diver from California
State University {Ex. 5: 35) noted:

Our scientific diving program (about 500 to
800 dives per year) has never had any
accidents or incidents. All scientific diving
activities, including the certification of divers
in our program, are regulated by our Diving -
Control Board which used a peer review
system.

The Diving Officer from Moss Landing
Laboratories (Ex. 5: 42) remarked:

We have a diving control board that
consists of the diving officer, diving control
chairman, environmental health and
occupational safety officer, and four elected
divers from our laboratory. Their
responsibilities include peer review of all
diving operations, the issue, reissue or
revocation of diving certificates, changes in
policy and amendments to the diving safety
manual, and training and annual re-
certification of divers. I feel that it is ™
important tc stress the fact that our diving
control board is made up of divers
themselves, who have effectively self-
regulated our diving program for the past 15
years,

A commenter from Oregon State
University (Ex. 5: 59) observed:

Our diving safety record has been
outstanding. Our manual for diving safety (a
descendant of the Scripps diving regulations)
is continually updated to remain abreast of
current technology. The University Diving
Control Board oversees all diving activities to
insure compliance with accepted diving
safety standards. The Diving Control Board
conducts peer review of the diving. operations
and requires diver certification.

- Based on the comments and testimony
concerning this issue, OSHA is
convinced that the elements of the
Scripps program are responsible for the
scientific diving community’s effective
system of self-regulation. As will be
discussed later in this notice, OSHA, as
well as the scientific diving community
itself, believes that certain elements
derived from the Scripps program must
be followed to continue the scientific
diving community’s effective system of

self-regulation.

Members of the scientific diving
community also asserted that the
excellent safety record of their diving
community is evidence of effective self-
regulation. Over 90 commenters and
most of the witnesses testifying at the
hearings (e.g., Tr. 33, 175, 478, 558)
discussed their accident and injury
experience to illustrate the safety record
of their diving programs.

For example, a commenter from
Massachusetts Institute of Technology
(Ex. 5: 26) stated:

Available information does not support the
need for more regulatory controls where self-
regulation based on established prudent
practices has resulted in an exemplary
accident/injury record. The MIT Safety

Office, for at least the last twenty one (21)
years, has not received a single report of
injury or illness to any of our employees who
dive for research/scientific purposes. To my
knowledge, this includes three hundred (300)
dives per year. * * *

A scientific diver from the University
of California, Santa Barbara (Ex. 5: 44)
discussed his part in their program:

I have had no accident or near-accident in
11 years of regular diving to do scientific
research sanctioned by the University. My
exemplary safety record, I believe, is the
result of our well-conceived standards which
we divers, ourselves, have developed and
updated.

The Pacific Gas and Electric Company
diving safety record (Ex. 5: 74) was also
described as follows:

Pacific Gas & Electric employees have
performed underwater research activities
since 1973, logging approximately 3,500 dives
with an accrued time of approximately 2000
underwater hours. In that time there has
never been a diving accident or incident.

The Director of the Institute of Marine
Resources of the University of California
(Ex. 5: 117 p.2) stated:

The University of California's diving safety
standards are self imposed. The overall
effectiveness of self regulation through self-
imposed underwater diving safety standards
and regulations is proven by the fact that our
students, faculty, researchers, and their
assistants who have need to dive have
completed more than 80,000 dives between
1955 and 1982 with only one pressure-related
injury reported.

A comment from the University of
Michigan (Ex. 5: 122) remarked:

The safety record of the University of
Michigan is representative of our scientific
diving community. During the period of 1960-
1981 University of Michigan academic,
scientific, and technical personnel
participated in and/or supervised more than
16,000 person dives (or pressure exposures)
without incidence of employee injury other
than a few minor ear infections and
superficial abrasions or sea urchin spine type
injuries.

Marineland (Ex. 5: 127) indicated:

For the past 27 years, Marineland has made
over 82,000 scheduled in-house and open
ocean dives, with no diving related deaths or
pressure related injuries.

Finally, a research scientist from the
University of California (Ex. 5: 148)
described his experience:

More than 5,000 dives have been made
under my direction in these research efforts -
* * * None of my divers hag had an accident
related to pressure or from any other cause.

The Pile Drivers expressed concern
that OSHA might decide to grant an
exemption to the scientific diving
community based solely on their safety
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record. The Business Representative for
the Pile Drivers (Tr. 286B) stated:

o x

it is our understanding that those
who seek to become exempt from OSHA
regulations have an honorable safety record
which (1 would like in that) respect to
commend them on that point. And, as for the
safety record, it is something to be proud of.
However, it is not reason enough to be
exempt * * *

Additionally, the Carpenters Union
questioned the analysis of the data
submitted to the record which was used
to describe the safety record of the
scientific diving community (Tr. 102-
108), (Ex. 23). For example, after its
analysis of the data, the Carpenters
Union contended that the scieritific
diving community has a high fatality
rate compared to other industries. In
evaluating the data, the Carpenters
Union used data from a 1974 study (Ex.
19) which estimated the educational/
scientific diving population. A more
recent estimate (1980} submitted to the
record (Ex. 4: 2) indicated this diving
population to be much larger. If the
fatality rate were calculated using the
larger diving population, the fatality
rate, while much lower than that
computed by the Carpenters Union,
could still be a cause for concern.

The Carpenters Union, compared the
scientific diving fatality rate to fatality
rates calculated by the Bureau of Labor
Statistics (BLS) for large industry
divisions which only include workplaces
with 11 or more employees. The BLS
fatality rates do not reflect the total
number of fatalities in those industry
divisions because of the number of
smaller workplaces that are not
included in their survey. The data used
by the Carpenters Union encompasses
virtually all of the scientific diving
workplaces regardless of the number of
employees per workplace. Therefore, a
comparison between the Carpenters
Union fatality rates and BLS's rates is
inappropriate. Even if a comparison
were meaningful, BLS has indicated that
large sampling errors exist in their
fatality rate estimates.

OSHA also believes that numbers of
fatalities alone may not accurately '
represent or reflect the risks involved in
an occupation. The total numbers of
injuries and illnesses must also be -
considered in evaluating the safety
record of an industry. In this regard,
OSHA conducted an analysis of the

’

data which considered all aspects of the

safety record of the scientific diving
community, i.e., number of injuries,
illnesses, and fatalities.

The methodology which OSHA used
in evaluating the injury and illness
experience of the scientific diving
community is the same methodology

BLS utilizes for determining industry
incidence rates. The BLS methodology of
determining incidence rates is a
nationally recognized method which

.includes fatalities, illnesses and injuries

in the evaluation-of the safety
experience of an industry. For purposes
of calculating incidence rates, each
annual survey conducted by BLS covers
workplaces of all sizes, and is not
limited to workplaces with 11 or more
employees. This method permits a valid
comparison between industries
regarding their incidence rates.

OSHA received incidence data from
the scientific diving community through
a survey performed for OSHA under a
1980 contract (Ex. 4: 2). This survey has
since been updated (Ex. 15A] to include
88 institutions with a diving population
of 5,441 covering an approximate period
from 1965 through 1981.

The survey revealed four deaths and
18 pressure-related-accidents during-the
period studied. As discussed at the
hearing (Tr. 480}, however, data more
recently compiled by the University of
Rhode Island (URI) reported an
additional two deaths. Additionally,
eight cases of suspected decompression
illnesses and seven cases of minor ear

.problems were reported during this

same period (Ex. 5: 151 p. 4). Although
exposure time is lacking for several of
these incidents, and not all of these
incidents are OSHA-recordable, OSHA
has included all reported fatalities and
injuries.for the purpose of computing an
incidence rate. This results in a total of
39 incidents (six deaths and 33 injuries/
illnesses).

In evaluating the data concerning the
safety record of the scientific diving
community, OSHA has used the BLS
incidence rates contained in its annual
survey for 1979 (Ex. 4: 8) for comparison
to industry divisions and single
industries. The BLS occupational
incidence rates are computed on the
basis of 100 workers each working 2,000
hours a year. The formula is as follows.
{N/EH) X 200,000=incidence rate per 100
full-time workers where—

N=number of injuries and illnesses
(including deaths) or lost workdays

EH=total hours worked by all employees
during calendar year

200,000=base for 100 full-time equivalent
workers (working 40 hours per week, 50
weeks per year)

As stated, the survey consisted of a
diving population of 5,441 (Ex. 15A). -
Even assuming that all 39 incidents
occurred in one year, instead of over 15

- years as reported, the incidence rate

would be: .
(39/[5441 X 2000)) X 200,000 =.7

Further, assuming that all 39
incidences were attributable only to
educational/scientific divers with a
population of 2340 (an early 1970's
estimate (Ex. 19)), which of course they
are not, the incidence rate would be:

(39/(2340x 2000)) X 200,000 =1.66

Finally, if the 39 incidents are
averaged over a 15-year period using the
diving populations explained above, the
incidence rates would be:

(2.6/(2340 X 2000)) X 200,000 ==.1
(2.8/(5441 X 2000)) X 200,000= .04

Any of these incidence rates compare
very favorably with the following rates
from other industry divisions and
industries with low incidence rates (Ex.
4: 8):

BLS 1979
Divisions and industries incidence
rate

Private sector 9.5
Mantf : 133
Construction 18.2
Mining 114
Banking 1.7
Edi ional services 33

OSHA believes that this favorable
comparison of incidence rates, along
with other data contained in the record,
is, indeed, evidence of an effective
system of self-regulation by the
scientific diving community. OSHA

- further believes that this effective

system of self-regulation mitigates risks
associated with scientific diving and,
therefore, increased risks to scientific
divers would not result if removed from
coverage under Subpart T.

One of the issues addressed in this
rulemaking concerns the
appropriateness of the scientific diving
community seeking an exemption, rather
than a variance, from Subpart T. The
Carpenters Union remarked that an
exemption from the OSHA standards
would be unprecedented by making a
broad incursion into a safety standard
without considering the variance
alternative.

OSHA would like to note that
exemptions to OSHA standards based
on differences in hazards and exposure
are not uncommon. Indeed, as an
example, OSHA has previously
exempted instructional diving using
SCUBA from Subpart T because the
following distinctions could be made
between diving instructors and
commercial divers: instructors are
student oriented; they have the choice of
the dive site; and, they do not utilize
heavy construction tools, handle
explosives, or use burning and welding
tools. Additionally, instructors are
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rarely exposed to adverse sea states,
temperature extremes, great depths,
poor visibility, or heavy workloads (42
FR 37650). Based on these differences,
OSHA determined that instructional
diving should be exempted from the
standard for commercial diving
operations.

Similarly, although scientific diving
was originally included in the standard
for commercial diving operations in
1977, OSHA now believes that a
substantial basis exists in the record of
this rulemaking, also to exempt
scientific diving from the standard for
commercial diving operations. Further,
OSHA believes that the conditions to be
imposed on scientific diving programs
under the final exemption will assure
that the protections provided by the
Occupational Safety and Health Act are
maintained.

The representatlve for the Carpenters
Union (Tr. 99) in discussing the variance
procedure stated:

From the very beginning, we have taken
the position that if the scientific community is
stating that they have an equally protectlve
system, so far as'we know, the variance
procedure is the appropriate procedure under
the OSHA Act to offer an equally protective
system so that persons who would seek to
avoid the intention of the Act and who can
characterize themselves as scientists, but
don’t comply with any set of rules, would not
be allowed lawfully to function and violate
the Act through an improperly or overly
broad definition.

However, members of the scientific
diving community contended that it
would be more appropriate to exempt
scientific diving operations from Subpart
T rather than obtaining a variance
because a variance would do no more
than require compliance with an
alternative standard, which they have
effectively done, voluntarily, for more
than'three decades.

A witness at the hearing (Tr. 35 37)
stated:

* * * by definition, the variance would be
to operate under an alternative standard . . .
the alternative would be the standard we
have been the authors and custodians of for
three decades. Why then, since the
consensual mechanism is in place, and its
success as shown by the safety record is
clear, should the federal government, or
anyone else, wish to intervene or replace it
with a standard such as Subpart T, which is
so demonstrably flawed for our purposes?

* * * the enormous expenses involved
simply to continue something which has been
ongoing in a safe and healthful way, would
sesult in a number of terminated programs.
This would be a disaster of the first
magnitude for the United States. The
programs we represent focus on the
individual as being trained to assume
responsibility for his or her own safety. This
system has worked remarkably well. No

amount of federal rulemaking, either directly
or under a variance, can add one iota to this
philosophy or to extend the safety record.

Members of the scientific diving
community expressed concern that the
time involved in obtaining a variance,
the resultant delays in carrying out
research activities, as well as the costs

.involved in obtaining a variance or in

requesting modifications of variances
might curtail or eliminate important
research projects and thus be
detrimental fo their scientific research
programs (e.g., Tr. 35, 53, 184-185, 212—
213, 547-548).

For example, the Chairman of the
Diving Safety Board at the University of
New York at Stony Brook (Tr. 210]
stated:

* * * it is my position that this would be a
needless and expensive burden that literally
all institutions conducting scientific diving
would be forced to undertake since all would
require a variance regardless of the size of
their operations, perhaps even on a project-
by-project basis, this mechanism is not
appropriate to this situation given that large
numbers of institutions have been identified
as conducting scientific diving projects.

In my own case with limited research funds
and a budget cycle that operates annually, a
delay of a minimum of three months fora .
variance will effectively stop my funding.

Finally, a scientific diver from the
University of California, Santa Cruz (Ex.
5: 150) observed:

* ok ¥

the Carpenters Unions suggestion
that OSHA should grant a variance instead of
an exemption for scientific diving seems
based on the misconception that it is the
scientific employers who are requesting.
exemption. In fact, the pressure for
exemption comes primarily from the
employees, the divers themselves who have
developed the consensual scientific diving
standards for their own safety, and largely
independently of the administrative structure
of the institution to which they belong.

OSHA believes that the variance
procedure would place additional

" unnecessary burdens on all parties

involved since each employer seeking
relief from Subpart T would have to
obtain a variance whether on an
individual basis or as a part of a group.
Completion of the variance procedure
may take 120 days and in some cases a
year or more. The amount of time
involved in processing variance
requests, as well as the potential
number of variances which may have to
be obtained, could significantly limit
scientific diving programs conducted by
scientific organizations.

OSHA is convinced that it can
provide more comprehensive relief to
the scientific diving community through
rulemaking then it could through a
multiplicity of variance applications.

Further, by delineating both the scope of

scientific diving and the conditions upon

.which exemption rests, OSHA is

assuring that exemption is attained only
by limited category of operations, and
only under carefully prescribed
conditions.

OSHA received substantial comment
in the rulemaking record on the question
of how the term “scientific diving”
should be defined in the final rule. Many
commenters and witnesses
recommended the adoption of the
California OSHA (CAL/OSHA]
definition for scientific diving (e.g., Ex. 5:
27; 81; 102; 155), (e.g. Tr. 46, 182, 353).
Additionally, a post-hearing comment
representing the membership of the
American Academy of Underwater
Sciences (AAUS) (Ex. 25) supported a
definition of scientific diving which was
an extension of the CAL/OSHA
definition.

Both the CAL/OSHA definition and
the definition supported by AAUS
distinguish between scientific diving
and commercial diving by focusing on
who is performing the diving, rather
than on the tasks being performed. For
example, CAL/OSHA defines scientific
diving as “all diving performed by
employees necessary to, and part of a
scientific research or educational
activity; in conjunction with a project or
study under the jurisdiction of any
public or research or educational
institution or similarly recognized
organizations, departments, or groups.”
(emphasis added)

The definition for scientific diving
suggested by AAUS would extend the
CAL/OSHA definition to include
additional criteria with respect to who is
performing the diving and, additionally,
requirements to assure compliance with
the scientific diving community’s system
of self-regulation.

Although OSHA agrees with the need
to make a clear distinction between
scientific diving and commercial diving,
the agency believes that its definition of
scientific diving should focus primarily
on the types of tasks performed and the
objectives to be attained. The record
reflects that it is the actual work being
performed that forms the basis for
distinguishing scientific from
commercial diving.

Further, the Carpenters Union (Tr 99)
expressed concern that OSHA might
develop a definition for scientific diving

“that would be overly or improperly

broad which would allow persons who
seek to avoid the intention of the
Occupational Safety and Health Act to
characterize themselves as scientific
divers. OSHA agrees that a definition
should not be overly or improperly
broad and believes that this concern is

:
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addressed by focusing on the tasks of
the diver in the definition.

Accordingly, the OSHA definition in
the final rule states that scientific diving
means “diving performed solely as a
necessary part of a scientific, research,
or educational activity by employees
whose sole purpose for diving is to
perform scientific research tasks.” For
added clarity, the definition gives
examples of tasks that would be
considered to be commercial and not
scientific diving, even if they were
performed by a scientific diver. Thus, if
an employee was diving for the purpose
of scientific observation of marine life
and, in addition, was also inspecting a
pipe for cracks, the exemption would
not apply since the sole purpose of the
dive would not be scientific research.

OSHA's definition of scientific diving,
by focusing on tasks performed, makes
no distinction between scientific diving
performed for profit or non-profit. The
‘scientific diving community consists of
various types of entities such as
educational institutions, governmental
organizations and private concerns, all
of which have contributed to the
. scientific diving community’s safety

record. Commenters (e.g., Ex. 5: 81; 122;

155) and witnesses at the hearing (Tr. 57,

164, 182, 214, 236, 338A, 571) noted that
those who perform legitimate scientific
diving, whether it is for profit or non-
profit purposes, and follow consensual
guidelines, should be covered by the
exemption. OSHA agrees that if the sole
purpose for diving is to perform
scientific research tasks, then further
distinctions are not justified.

The Carpenters Union expressed
concern that programs may exist that do
not follow the scientific diving
community’s system of self-regulation
(Tr. 194). A representative of the
American Academy of Underwater
Sciences indicated that if such programs
do exist, they would be imprudent
programs (Tr. 194). OSHA agrees that
such programs would be imprudent and ~
believes that scientific diving programs
must meet certain conditions in order to
qualify for the exemption. In particular,
OSHA wishes to assure that programs
are in conformance with the Scripps
concepts and that they continue to
adhere to the community's effective
system of self-regulation. Further,
representatives of the scientific diving
community indicated at the hearing (Tr.
4648, 182, 208, 215-216, 236, 326, 353—
353A, 444, 453, 470472, 518-520, 570)
and in a post-hearing comment (Ex. 25)
that conditions placed on the exemption
would be beneficial to the scientific
diving community in preserving the
integrity of their programs.

Therefore, the final rule sets forth
elements which a scientific diving
program must have in order to be
exempted from Subpart T. These
elements are based on the Scripps
program and also reflect
recommendations and criteria derived
from the comments and diving safety
manuals submitted to OSHA (e.g., Ex. 5:
27; 39; 49; 73; 127; 137B; 142). These
conditions will assure that the reasons
for exemption continue.

First, the diving program shall have a
diving safety manual which includes at
a minimum, procedures covering all
diving operations specific to the
program; procedures for emergency care,
including recompression and
evacuation; and criteria for diver
training and certification.

OSHA believes that a diving safety
manual is essential for any diving
program. The record demonstrates that
scientific diving programs maintain their
own diving manual tailored to the needs
of their programs.

Second, the program shall include a
diving control board with the majority of
its members being active divers and
which shall at a minimum have the
authority to approve and monitor diving
projects; review and revise the diving
safety manual; ensure compliance with
the manual; certify the depths to which
a diver has been trained; take
disciplinary action for unsafe practices;
and assure adherence to the buddy
system for SCUBA diving.

As indicated above, the diving control
board must assure adherence to the
buddy diving system for SCUBA diving.
The buddy diving system means a diver
is accompanied by and is in continuous
contact with another diver in the water.
The buddy diving system is a
fundamental practice followed by the
scientific diving community (e.g., Ex. 5:
29A2; 61; 72; 137B), (e.g., Tr. 203-204,
319-319A, 451, 511) and is based on
mutual assistance. The California
Advisory Committee on Scientific and
Technical Diving (Ex. 4: 3) stated that
“by being together in buddy pairs, these
divers can recognize and solve minor
problems before they develop into
emergencies. If 'an emergency should
develop, a buddy can render aid
immediately.”

The Director of the Division of Diving
Control of the University of California,
Berkeley (Ex. 5: 143 p 2) remarked:

The buddy system, a cornerstone in
scientific diving practice, means that I will,
take care of you and protect your life and you
will take care of me.

OSHA believes that the scientific
diving community’s prohibition of solo
diving and its reliance on the buddy

diving system for SCUBA diving (the
primary diving mode used in the
scientific diving community (Ex. 4: 3)),
had enhanced the safety of the scientific
diver and is reflected in the scientific
diving community’s safety record.
Therefore, OSHA has determined that
the buddy diving system should be
included in the conditions for
exemption.

For the reasons discussed above,
OSHA believes that the-diving control
board with its system of peer review is
essential to the safety of diving
operations. Therefore, a scientific diving
program will not be exempted from
Subpart T unless it has a diving control
board which exercises authority over
the program, as set forth above.

In conclusion, based on the record of
this rulemaking and the above
discussion, OSHA believes that these
conditions are both feasible and
necessary.

OSHA raised two other issues in the
notice of proposed rulemaking. One
concerned the adoption of the Coast
Guard exemption of diving performed
solely for research and development for
the advancement of diving equipment
and technology. Many commenters
suggested that such an exemption would
bring greater consistency to the Coast
Guard and OSHA standards. However,
no supporting data were provided to
demonstrate that such an exemption is
necessary. Therefore, OSHA believes
there is no need to provide this separate
exemption. .

The final issue raised by OSHA
concerned whether OSHA should only
exempt scientific diving when such
diving complies with an alternative
standard. The majority of those who
commented on this issue rejected it (e.g.,
Ex. 5: 27;48; 78; 102; 127; 152). Since the
scientific diving community has
maintained an effective system of self-
regulation, they contend that
promulgation of an alternative OSHA
standard will not increase diver safety.
They believe that if they are allowed to :
follow their own Scripps-type programs
that have safety as their main purpose,
this will continue to serve the purposes
of the Occupational Safety and Health
Act. For example, the Vice Chancellor

. for Faculty and Staff Affairs at the

California State University and Colleges
(Ex. 5: 13 p.3) stated:

The scientific community has developed
and been in conformance with safety
standards based on the practical experiences
of the divers themselves long before OSHA.
Exemption from OSHA does not mean that
the community will be without safety
standards for the scientific community will
continue a long established practice which
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has resulted in a nearly perfect safety record.
The self-imposed safety standards and
procedures will continue to be regularly
updated, revised, and applied to specific
geographical problems. This flexibility to
meet technological changes and the special
requirements of specific geographical areas

must be retained by the scientific community. -

We feel that OSHA diving regulations are not
remotely comparable to those of the scientific
diving community for purposes of the
individual diver’s safety and health.

A research diver from the University
of California, Santa Barbara {Ex. 5: 22
p.2) remarked:

An alternative already exists, in the form
of the presently used scientific diving
consensual standard. No constructive
purpose will be served by taking
responsibility for this standard away from
the user group especially since they have
accumulated a safety record which is a
standard in itself.

A commenter from Occidental College
(Ex. 5: 111 p.2) stated:

* * * we reject the notion that OSHA only
exempt scientific diving when such diving
complies with an alternative standard
comparable to OSHA's Subpart T standard.
Without question, the present scientific
diving standard is continuously amended in
response to technologlcal advances as well
as to developments in underwater
physiology. By utilizing a flexible and
evolving diving standard, the scientific diving
community is assured of a standard that
conscientiously focuses on providing
maximum safety and health.

The Diving Officer for Old Dominion
University (Ex. 5: 120 p.2) indicated:

Question 3 is confusing to me, as the
scientific educational community has had
diving regulations for three decades and
OSHA now is saying we are the
“alternative”. Our standards have been
molded and shaped over the years based on
experience, study, etc., and they work.

The Diving Officer from Scripps
Institution of Oceanography of the
University of California, San Diego (Ex.
5: 142 pp. 2-3) remarked:

The scientific community has developed
and been in conformance with safety
standards based on the practical experiences
of the divers themselves long before OSHA.
Exemption from OSHA does not mean that
the Community will be without safety
standards, for the scientific community will
continue a long established practice which
has resulted in a nearly perfect safety record.

A research diver from the University
of California (Ex. 5: 148 p.2) noted:

This question is biased and difficult to
answer because, as far as I am'concerned,
OSHA has tried to develop an alternative
standard which I find much less satisfactory
than the safety codes which already exist for
all U.S. scientific divers.

Finally, the President of the American
Academy of Underwater Sciences (Ex. 5:
153 p. 3) stated:

We consider the issue of whether OSHA
should exempt scientific diving when it
complies with an “alternative standard” to be
moot. From the abundance of evidence
submitted over the past years, it should be
clear that there was a highly developed
standard of practice in existence. There is no
shred of evidence to indicate that the SDC
[scientific diving community] has been
irresponsible in any way toward the health -
and safety of its members.

OSHA believes that the steps
necessary for a scientific diving program
to be exempt from Subpart T are
sufficiently stringent as to render an
alternative OSHA standard
unnecessary. The conditions placed on
scientific diving programs in the final
rule will assure the continued adherence
to, and the integrity of, the scientific
diving community’s effective consensual
program. Further, OSHA believes that
the final rule will provide greater
flexibility for the scientific diving
community in planning and executing its
scientific diving research programs,
while maintaining the practices and
procedures that have resulted in its
exemplary safety record.

After a careful evaluation of all of the
information contained in the record,
OSHA has concluded that the same
justifications for exemption of scientific
diving performed by educational
institutions are also valid for exemption
of all segments of the scientific diving
community; that there are significant
differences between scientific diving
and commercial diving; that utilization
of the variance mechanism would be an
unnecessary burden and would not
provide relief as expeditiously as the

‘rulemaking process; that the scientific

diving community has for many years
been implementing the safeguards first
developed by the Scripps Institution and
is effectively self-regulated; and that the
purpose of the Occupational Safety and
Health Act will be served by the
community’s continued adherence to its
system of self-regulation. Therefore,
OSHA has determined that scientific
diving programs should be exempted
from Subpart T if they meet the
conditions set forth in the final rule.
The commercial diving standard was
originally issued after consultation with
the Construction Advisory Committee
under section 107 of the Construction
Safety Act {40 U.S.C. 333). Because the
exemption of scientific diving is not
expected to affect the diving standard as
applied to construction under 29 CFR
1926.605(e), this final rule is not belng

- referred to that committee for review.

III. Regulatory Assessment

In accordance with Executive Order
No. 12291 (46 FR 13193) OSHA assessed
the potential economic impact of the
proposal. OSHA concluded that the
subject matter of the proposal was not a
“major” action and did not necessitate
further economic impact evaluation or
the preparation of a Regulatory
Analysis. The rulemaking would not
have an annual effect on the economy of
$100 million or more, cause major
increases in costs or prices, or have any
other significant adverse effects.

The proposal was to grant an
exemption from 29 CFR Part 1910,
Subpart T, Commercial Diving
Operations, to educational institutions
performing diving for marine scientific
research and development purposes.
This exemption has now been
broadened to include all scientific diving
under the direction and control of a
diving program containing specified
conditions.

The overwhelming majority of
comments on the proposal favored the
exemption of all scientific diving and
emphasized voluntary safety programs
that have resulted in a significant risk

. reduction for divers engaged in scientific

endeavors. There were no comments
that took issue with OSHA's
determination that the proposed
exemption would not result in a major
economic impact.

Information submitted to the record
by representatives of institutions
involved in scientific diving indicate
that safety programs similar to those
required for exemption from the
standard for commercial diving .
operations are already in place. Because
the exemption of scientific diving from
coverage under Subpart T does not
impose any additional costs and in fact
eliminates costs that have placed
economic burdens on the educational
and scientific diving community, OSHA
has determined that no additional
analysis is necessary for the final
regulatory assessment.

In addition, pursuant to the
Regulatory Flexibility Act of 1980 (Pub.
L. 96-353, 94 Stat. 1164 (5 U.S.C. 601 et
seq.)), OSHA assessed the impact of the
proposed rulemaking on small entities
and concluded that it would not have a
significant economic impact on a
substantial number of small entities. No
comments submitted took issue with this
determination. After a careful review of
the rulemaking record, OSHA therefore
certifies that this action will have no
significant impacts on the total
economy, on any one industry, or on
small entities.
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V. List of Subjects in 29 CFR Part 1910

Occupational safety and health,
Safety.

V. Effective Date

Pursuant to 5 U.S.C. 553(d)(1), a
substantive rule can be made
immediately effective upon publication
if it provides an exemption or relieves a
regulatory burden. Therefore, OSHA is
making the exemption for scientific
diving effective as of today's date.

Should the issuance of this exemption
be stayed, judicially or administratively,
or should this exemption not sustain
legal challenge under section 6(f) of the
Occupational Safety and Health Act, the
current standards in §§ 1910.401-
1910.440 will remain in effect for
scientific diving.’

VI. Authority

This document was prepared under

the direction of Thorne G. Auchter,

Assistant Secretary of Labor for
Occupational Safety and Health, U.S.

Department of Labor, 200 Constitution_ __

Avenue, NW.; Washington, D.C. 20210.
Accordingly, pursuant to sections 6{b)
and 8(c) of the Occupational Safety and
Health Act of 1970 (84 Stat. 1593, 1599;
. 29 U.S.C. 655, 657), Section 41 of the
Longshoreman's and Harbor Workers’
Compensation Act (44 Stat. 1444 as
amended; 33 U.S.C. 941), Secretary of
Labor's Order No. 8-76 (41 FR 25059),

and 29 CFR Part 1911, Part 1910 of Title -

29 of the Code of Federal Regulations, is
amended as set forth below.

PART 1910—[AMENDED]

1. Section 1910.401 is amended by
adding a new paragraph (a)(2)(iv}) to
read as follows:

§ 1910.401 Scope and application.

. (2] * k X )
(iv) Defined as scientific diving and
which is under the direction and control
of a diving program containing at least

the following elements:

(A) Diving safety manual which
includes at a minimum: procedures
covering all diving operations specific to
the program; procedures for emergency
care, including recompression and
evacuation; and criteria for diver
training and certification. ,

(B) Diving control (safety) board, with
the majority of its members being active
divers, which shall at a minimum have
the authority to: Approve and monitor
diving projects; review and revise the
diving safety manual; assure compliance
with the manual; certify the depths to
which a diver has been trained; take
disciplinary action for unsafe practices;

and, assure adherence to the buddy
system (a diver is accompanied by and
is in continuous contact with another
diver in the water) for SCUBA diving.

* * * * *

2. Section 1910.402 is amended by
adding a new definition, “scientific
diving,” between definitions for “Psi{g)”
and “SCUBA diving,” to read as follows:

§ 1910.402 Definitions.
* * * * *

“Scientific diving” means diving
performed solely as a necessary part of
a scientific, research, or educational
activity by employees whose sole
purpose for diving is to perform
scientific research tasks. Scientific
diving does not include performing any
tasks usually associated with
commercial diving such as: placing or

removing heavy objects underwater;

inspection of pipelines and similar
objects; construction; demolition; cutting
or welding; or the use of explosives.

* * * * *

(Sec. 6, 8, 84 Stat. 1593, 1598 (29 U.S.C. 655,

657); Sec. 41, 44 Stat. 1444'(33 U.S.C: 941);29 -

CFR Part 1911, Secretary of Labor's Order No.
8-76 (41 FR 25059))

Signed at Washington, D.C. this 19th day of
November, 1982.

Thore G. Auchter,

Assistant Secretary of Labor.
[FR Doc. 82-32335 Filed 11-24-82; 8:45 am}
BILLING CODE 4510-26-M

DEPARTMENT OF THE INTERIOR .
Minerals Management Service

30 CFR Part 211

Coal Exploration énd Mining
Operations ‘

AGENCY: Minerals Management Service,

. Interior.

ACTION: Corrections to final rule. —

"SUMMARY: This document corrects

clerical/typographical errors and minor
omissions in the July 30, 1982, final
rulemaking for 30 CFR Part 211, Coal
Exploration and Mining Operations (47
FR 33154). These corrections are being
made to clarify portions of the rule that
appear to be ambiguous.

EFFECTIVE DATE: November 26, 1982.
FOR FURTHER INFORMATION CONTACT:
Mr. Thomas V. Leshendok, (703) 860-
7506, (FTS) 928-7506, or Mr. Harold W.

- Moritz, (703) 860-7136, (FTS) 928-7136. .

SUPPLEMENTARY INFORMATION: In the
July 30, 1982, Federal Register, the
Minerals Management Service (MMS)
published final rulemaking for 30 CFR
Part 211, Coal Exploration and Mining

Operations. Review by the principal
authors of that rulemaking has revealed
potential ambiguities due to clerical/
typographical errors and minor
omissions of phrases. This correction to
that final rulemaking is intended to
remove the potential ambiguities.

In addition, one comment received on
the December 16, 1981, proposed
rulemaking for 30 CFR Part 211 (46 FR
61424) requested that “'soil samples
(taken) for reclamation purposes”
should be included in the definition of
exploration. In the preamble to the July
30, 1982, final rulemaking for 30 CFR
Part 211 (47 FR 33158), MMS concurred
with the comment and added the word
“soil”" to the definition of “exploration”
(47 FR 33181). Further review of this
addition has revealed that the inclusion
of the word “soil” could be
misconstrued to mean that an
exploration plan would have to be
approved by MMS if only soil sampling
were to be conducted. This was not the
intent of MMS when it concurred with
the comment.

" "The MMS has determined that soil

sampling in and of itself does not
constitute exploration. Therefore, the
word “soil” has been deleted from the
definition of “exploration.”

The corrections to the final
rulemaking document are as follows:

General Correction

1. Throughout the entire
“SUPPLEMENTARY INFORMATION:",
“43 CFR Part 3400" is corrected to read
43 CFR Group 3400"; 30 CFR 211" is
corrected to read ““30 CFR Part 211";
and, ‘10 CFR 378" is corrected to read
“10 CFR Part 378"

Specific Corrections—Preamble

2. On page 33154, line 10 of the
“SUMMARY” in the first column is
corrected to read “continued operation,
advance royalty,”.

3. On page 33154, line 16 of the second
paragraph of “Responsibilities under
MLA” in the second column is corrected
to read “requirements of FCLAA for
exploration,”.

4. On page 33154, the last line of the
paragraph entitled “Relation to OSM’s
Federal Lands Program” in the third
column is corrected to read “involve
Federal coal.”

5. On page 33154, the first paragraph
under “General Comments"” in the third
column is corrected by adding “until the
first lease readjustment after August 4,
1976.” to the end of the last sentence.

6. On page 33155, columns 2 and 3 of
the chart in column 3 are corrected by
inserting a new line following the line
that reads “Commercial Quantities”
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with a line that reads:
“211.2(a)(6) .
211.2(a)(8)."”; by inserting “2i1.2(a)(7)" i in
column 2 on the same line as
“Continued Operation Year” in column
1; by inserting a new line following the
line that reads

“211.2@)(17) . . . .o |
211.2(a)(21)." with a line that reads
“211.2(a)(18) . . . . ... n . |
211.2(a)(22)."; and, by msertmg
*211.2(a)(19)" in column 2 on the same
line as ““211.2(a)(23).” in column 3.

7. On page 33155, column 3 of the
chart in column 3: “211.2(a)(4).” is
corrected to read ““211.2(a})(8).";
“211.2(a)(5).” is corrected to read
“211.2(a)(7)."; “211.2(a)(7).” is corrected
to read “211.2(a)(9).”; “‘211.2(a)(8)."” is
corrected to read “211.2(a)(10).” ; and,
*211.2(a)(9).” is corrected to read
“211.2(a)(11).".

8. On page 33155, in column 3 of the
chart in column 3 “211.2(a)(26)." is
corrected to read “211.2(a)(27).";
“211.2(a)(27).” is corrected to read
“211.2(a)(26).”; and the two lines are
resequenced accordingly.

9. On page 33158, in line 31 in column
1 of the chart in column 1, *.306(b)" is
corrected to read “.309(b)".

10. On page 33156, the heading in
column 2 is corrected to read “30 CFR
211.2(a)(6) * * *". ‘

11. On page 33156, lines 8 and 16 in
column 3 are corrected to read,
respectively, "2110.2(a){6)(ii)). The depth
criterion” and "* CFR 211.2(a)(6)(iv)
adequately.addresses”.

12. On page 33156, The heading in
column 3 is corrected 10 read 30 CFR
211.2(a)(8), (26), and (37) * * *".

13. On page 33158, line 8 under “30
CFR 211.2(a) * * *”in column 3 is
corrected to read “211.2(a)(8), and
assuming an average”.

14. On page 33157, the heading in
column 1 is corrected to read “ 30 CFR
211.2(a)(7), (9), (13), and (14) * * *".

15. On page 33157, line 30 in column 3
is corrected to read “operators/lessees
under an approved permit and an-
approved resource recovery and
protection plan. It should be noted”.

16. On page 33158, line 2 of paragraph
“(2)” in the first column is corrected to

.........

- read “which do not contain an

unreadjusted".

17. On page 33158, the heading in
column 1, is corrected to read “30 CFR
221.2(a)(8) * * *".

18. On page 33158, line 50 in column 3
is corrected to read “definition be left as
proposed because,”.

19. On page 33159, line 12 of the
second column is corrected to read
“original Federal lease diligence” and
line 24 of the second column is corrected

to read “‘determination and are one
factor considered”.

20. On page 33159, the heading in
column 3 is corrected to read 30 CFR
211.2(a)(23) and (37) * * * "

21. On page 33160, line 23 of the
second column is corrected to read
*1265(b)(1)}). The MMS will not force
an”,

22. On page 33160, the headings in the
second column are revised to read “30
CFR 211.2(a){27)" and "30 CFR
211.2(a)(26)" and the paragraphs are
resequenced.

23. On pate 33160, line 17 under “30
CFR 211.2(a}(27) Minable Reserve Base"
in the second column is corrected to
read “reserve base. By the same
reasoning”.

24. On page 331860, the first heading in
column 3 is corrected to read *30 CFR

211.2(a)(31) * * * ".

25. On page 33180, the second heading
in column 3 is corrected to read “30 CFR
211.2(a)(34) * * * "

26. On page 33160, the third heading in
column 3 is corrected to read “30 CFR
211.2(a)(39) * * * "

27. On page 33161, the first heading in
column 1 is corrected to read **30 CFR
211.2(a)(42) * * * "

28. On page 33162, line 5 under
§ 211.3(c){11) in column 2 is corrected to-
read “received on 30 CFR 211.3(c) and
(d).”

29. On page 33185, line 2 under ‘30
CFR 211.10({a)(3)(x)" in the second
column is corrected to read “of this
paragraph as being ‘open-ended.’ "

30. On page 331686, line 13 of the last
full paragraph in the first column is
corrected to read *in the SMCRA permit
applications. These”.

31. On page 331869, line 14 after the
example under “30 CFR 211.11(a)(3)" in
column 1 is corrected to read “1.12
million tons. It should be noted that on
the effective date of the operator/lessee
election, since 12 million tons were
applied toward diligence, the diligent
development requirement of 1.12 million
tons had been satisfied and the
operation was automatically subject to
the condition of continued operation.
Upon acquisition of.

32. On page 33169, line 11 of the
second full paragraph under “30 CFR
211.11(b)(2)” in the second column is
corrected to read “concerns. If there are
disagreements.”

33. On page 33171, lines 8 through 8 of
the second full paragraph in column 1
are corrected to read ““211.21{c) has been
revised accordingly and continued
operation has been removed from 30
CFR 211.21(d}. One".

34. On page 33172, line 14 in the first
column is corrected to read “one
comment stated that suspensions”.

35. On page 33177, line 7 under “30
CFR 211.80(c)(5)" in the third column is
corrected to read “information may be
required. The additional”.

Specific Corrections—Regulatory Text

36. On page 33179, line 4 under
“Authority” in the third column is
corrected to read “Lands of 1947, as
amended (30 U.S.C. 351-359); the”.

37. On page 33179, line 13 under
“Authority” in the third column is
corrected to read *396g); the Act of
February 28, 1891, as"”.

38. On page 33180, line 8 under
§ 211.2(a)(1) in the second column is
corrected to read “prior to August 4,
1976, and not readjusted after”.

39. On page 33181, line 8 under
definition “(17) Exploration” is
corrected to read *coal, overburden, and
strata above”. .

40. On page 33181, definitions *(28)"
and “(27)" in the second column are
redesignated as “(27)" and “(26)",
respectively, in order to be in numerical
order.

41. On page 33181, line 6 of definition
*(38)" in the third column is corrected to
read “degradation of coal-bearing or
mineral-".

42.'0n page 33183, line 2 of § 211.4(f)
in the third column is corrected to read
“the District Mining Supervisor and
the”.

43. On page 33184, line 3 of
§ 211.6(a)(4) in column 1 is corrected to
read “recoverable coal reserves figure".

44. On page 33185, lines 45 and 46 of
the first full paragraph under § 211.10(b}
in the first column are corrected to read
“approved as of August 30, 1982, shall
be revised to comply”.

45. On page 331886, the title of
§ 211.11(a)(3) in column 2 is corrected to
read “Recoverable coal reserves
estimates.”

48. On page 33187, lines 4 through 6 of
§ 211.20(b)(1) in the second column are
corrected to read “*Mining Supervisor in
writing prior to August 30, 1983."

47. On page 33188, line 3 in the first
column is corrected to read “pursuant to
30 CFR 211.22(b), direct".

48. On page 33188, lines 3 and 4 of
§ 211.22(b)(3) in the first column are
corrected to read “of suspension, in
accordance with 30 CFR 211.22(b), of
operations and”.

49. On page 33188, line 16 of
§ 211.23(c) in the second column is
corrected to read “underground mining
operations and 12%".

50. On page 33189, line 3 under
§ 211.40(b)(1) in the third column is
corrected to read “Federal lease issued
or readjusted”.
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51. On page 33193, line 3 of § 211.70(b)
in the first column is corrected to read
“District Mining Supervisor and the”.

52. On page 33193, line 7 of § 211.72(c)
in the third column is corrected to read
“approved exploration or resource”.

53. On page 33195, lines 4 through 6 of
§ 211.102(a) in the second column are
corrected to read “to these rules will
result in the collection by MMS of the
full amount past".

54. On page 33195, line 13 of
§ 211.102(a) in the second column is
corrected to read “provided by MMS to
the operator/lessee.”

55. On page 33195, lines 7 and 8 of
§ 211.102(e) in the third column are
corrected to read “payments, fees, or
assessments that an operator/lessee is
required to pay”. g

Dated: November 13,\1982
Jim Watt .
Secretary, Department of the Interior.

[FR Doc. 82-32256 Filed 11-24-82; 8:45 am|
BILLING CODE 4310-MR-M

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 110
[CCGD8-82-02]

Anchorage Regulations; Lower
Mississippi River

AGENCY: Coast Guard, DOT.
ACTION: Final rule.

SUMMARY: The Coast Guard has
amended the anchorage regulations on
the Lower Mississippi River by shifting
the Cedar Grove Anchorage
approximately 3,000 feet downriver.
This action was necessary because of a
planned midstream loading facility in
the present anchorage.

EFFECTIVE DATE: December 27, 1982.

FOR FURTHER INFORMATION CONTACT:
LCDR R. E. Ford, Port Safety Officer,
Captain of the Port, New Orleans, LA,
U.S. Coast Guard, 4640 Urquhart Street,
New Orleans, LA 70117, Tel: (504) 589~
7118. .
SUPPLEMENTARY INFORMATION: On ]uly
22, 1982, the Coast Guard published a
Notice of Proposed Rulemaking in the
Federal Register for this regulation (47
FR 31711). Interested persons were
requested to submit comments and no
comments were received.

Drafting Information

The drafters of this regulation are LT
M. W. Brown, Project Officer, c/o
Commander, Eighth Coast Guard
District {mps) and LT J. C. Helfrich,

Project Attorney, ¢/o Commander,
Eighth Coast Guard District (dl), Hale
Boggs Federal Building, 500 Camp Street,
New Orleans, LA 70130.

Economic Assessment and Certification

These proposed regulations_are
considered to be nonsignificant in
accordance with guidelines set out in

"the Policies and Procedures for

Simplification, Analysis, and Review of
Regulations (DOT Order 2100.5 of 5-22-
80). An economic evaluation of the
proposal was not conducted since its
impact is expected to be minimal. As an
existing anchorage is merely being
shifted, no new costs will be imposed. It
is also certified that in accordance with
section 605(b) of the Regulatory
Flexibility Act, these rules, if
promulgated, will not have a significant
economic impact on a substantial
number of small entities.

List of Subjects in 33 CFR Part 110
Anchorage grounds.

PART 110—[AMENDED]

Final Regulation

In consideration of the foregoing, Part
110 of Title 33, Code of Federal
Regulations, is amended by adding
§ 110.195({a)(8) to read as follows:

§ 110.195 Mississippi River below Baton-
Rouge, LA, including South and Southwest
Passes.

(8] * ok K

(8) Cedar Grove Anchorage. An area
0.7 mile in length along-the right
descending bank of the river, 700 feet
wide as measured 400 feet from the Low
Water Reference Plane of the right
descending bank extending from mile
69.9 to mile 70.6 above Head of Passes.
* * * * *
(33 U.S.C. 471; 49 U.S.C. 1655(g)(1); 49 CFR
1.46(c)(1); 33 CFR 1.05-1(g))

Dated: October 28, 1982.
W. H. Stewart,
Rear Admiral, Coast Guard, Commander,
Eighth Coast Guard District.
[FR Doc. 82+32466 Filed 11-24-82; 8:45 am)
BILLING CODE 4910-14-M

33 CFR Part'165
[CGD 80-069]

Regulated Navigation Area; New
Haven Harbor, Vicinity of Tomfinson
Bridge )

AGENCY: Coast Guard, DOT.

ACTION: Final rule; correction.

SUMMARY: This document corrects the
final rule establishing the Regulated

Navigation Area (RNA) in New Haven
Harbor in the vicinity of Tomlinson
Bridge. When RNA New Haven harbor
was published as a final rule, the
paragraph citing the period during which
vessel transit through the Tomlinson
Bridge is prohibited was incorrect. This
amendment corrects the error in the
final rule by changing the time during
which vessel transit through the
Tomlinson Bridge is prohibited.

EFFECTIVE DATE: This rule becomes
effective on November 26, 1982.

FOR FURTHER INFORMATION CONTACT:
Ensign R. B. Strobridge, Office of Marine
Environment and Systems, U.S. Coast
Guard Headquarters, 2100 Second
Street, S.W., Washington, D.C. 20593,
(202) 426-4958.

Drafting Information: The principal
persons involved in drafting this rule are
Ensign R. B. Strobridge, Project Manager
and Lieutenant Walter Brudzinski,
Project Attorney, Office of Chief
Counsel.

SUPPLEMENTARY INFORMATION: Notice of
proposed rulemaking {(NPRM) has been
omitted for good cause. This document
corrects an inadvertent error in the final
rule which established the Regulated
Navigation Area in New Haven Harbor.
A local Order currently in effect, issued
by Captain of the Port New Haven,
temporarily nullifies the effect of the
published error. Since the Captain of the
Port Order is of a temporary nature only,
this rule is effective immediately.

Discussion

The final rule published on November
16, 1981 (46 FR 56181) established a
Regulated Navigation Area in New
Haven Harbor. The purpose of the RNA
is to provide a stricter control of vessel .
movement in the area. It was
established specifically to prevent
damage to the Tomlinson Bridge and to
protect vessels and the navigable waters
from harm resulting from collisions with
that structure. The RNA provides a
permanent solution to a historically
dangerous condition which has been
dealt with previously on a temporary
basis. The regulation is aimed at barges
with a freeboard greater than ten feet
(hereafter referred to as regulated

" barges), and any vessel towing or

pushing these barges on outbound
transit of the Tomlinson Bridge.

A significant factor in past collisions
of barges with the bridge is the presence

of a strong ebb current in the vicinity of

Tomlinson Bridge. The intent of the
Regulated Navigation Area was to
prohibit the outbound transit of
regulated barges during the period of
time when the ebb current was at its
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maximum force. This period of
maximum force was determined to be
from two hours before to two hours after
maximum ebb current. Comments
received in response to the NPRM
suggested that this period of maximum
force could be more easily determined
by towboat operators if referenced to
high water slack time. The Coast Guard
concurred with the proposal to reference

- high water slack when determining the
period of maximum current.

However, in the wording of the final
rule, the time during which outbound
transit is permitted was stated
incorrectly as being “from three hours
before and after high water slack”. If a
tow transits through the bridge during
the last two hours of this period, it
would actually be transiting when the
ebb current was at its maximum
velocity. This rule amends the regulation
by changing the language in the rule to
reflect that the outbound transit of these
barges is prohibited during the period
“from one hour to five hours after high
water slack”.

Regulated Navigation Areas were
formerly located in Part 128 of Title 33,
Code of Federal Regulations. These
regulations have been récodified and
published as a new Part 165 entitled
“Regulated Navigation Areas and
Limited Access Areas”; (CGD 79-034,
July 8, 1982, 47 FR 29659.). Old
§ 128.303(b)(3)(i) now appears as
§ 165.304({b)(3)(i).

Regulatory Evaluation

This amendment has been reviewed
under the provisions of Executive Order
12291 and under DOT Order 2100.5,
dated May 5, 1980, and has been
determined to be non-major and non-
significant. This document corrects an.
inadvertent error in the final rule
establishing the Regulated Navigation
Area in New Haven Harbor. No
additional requirements will be imposed
on the public as a result of this
rulemaking.

In accordance with section 605(b) of
the Regulatory Flexibility Act (94 Stat.
1164), it is also certified that this rule
will not have a significaiit economic
impact on a substantial number of small
entities. This document merely corrects
an error in the regulation and will
impose no additional requirement on the
public.

List of Subjects in 33 CFR Part 165

Navigation (water), Waterways,
Barges, Harbors, Security measures,
Vessels, Marine safety.

PART 165—{AMENDED]

Final Regulation

In consideration of the foregoing, Part
165 of Title 33, Code of Federal
Regulations, is corrected by revising
§ 165.304(b)(3)(i) to read as follows:

§ 165.304 New Haven Harbor, Oulnnlplac
River, Mill River.
* w* * * *
* %k x
Ela))) * * *
{i) During the period from one hour to
five hours after high water slack,
* * * * *
(33 U.S.C. 1225, 1231; 49 CFR 1.46(n)(4))
Dated: November 15, 1982.
B. F. Hollingsworth,
Rear Admiral, Coast Guard, Chief, Office of
Marine Environment and Systems.
{FR Doc. 82-32464 Filed 11-24-82; 8:45 am)
BILLING CODE 4910-14-M

DEPARTMENT OF THE INTERIOR
National Park Service
36 CFR Part 18

Leases and Exchanges of Historic
Property

AGENCY: National Park Service, Interior.
ACTION: Final rule.

SUMMARY: These rules prescribe the
procedures to be used in offering
National Park Service historic property
for lease and for requests for proposals
for negotiated leases. These rules also
implement the authority for exchanges
of federally owned property for non-
federally owned historic property within
authorized boundaries of existing units
of the National Park System. The
purpose of any lease or exchange under
these regulations is to ensure the
preservation of the historic property
involved.

EFFECTIVE DATE: November 26, 1982.
FOR FURTHER INFORMATION CONTACT:
Charles C. Haslet, Land Resources
Division, National Park Service,

- Washington, D.C. 20240, (202) 523-5172;

Sally Blumenthal, Preservation
Assistance Division, National Park
Service, Washington, D.C. 20240 (202)
272-3761.

SUPPLEMENTRY INFORMATION: The
principal authors of this final rule were
Charles C. Haslet of the Land Resources
Division and Sally Blumenthal of the
Preservation Assistance Division of the
National Park Service. Since this is a
procedural rule and was preceded by an
opportunity for public comment which
did not result in significant modification

of the proposed rule, this final rule is
effective upon publication in the Federal
Register.

The proposed rulemaking was
published on pages 17829-17833 of the
Federal Register of April 26, 1982, and
invited comments for 30 days ending
May 286, 1982. Comments were received
from 8 sources including individuals,
business, government officials, a
presevation organization, and the Public
Lands and National Parks Subcommittee
of the Interior and Insular Affairs
Committee of the U.S. House of
Representatives. The following
summarizes the comments and the
action taken as a result of the
comments.

Authority

Section 207 of the National Historic
Preservation Act Amendments of
December 12, 1980, includes authority
which permits federal agencies to enter
into management contracts for the
preservation of historic property. It was ,
not deemed necessary to implement that
authority as a part of this rulemaking
since the Federal Procurement
Regulations in combination with the
statutory authority would be used by the
National Park Service for any
management contracts for preservatlon
of historic properties.

Definitions

A number of comments suggested that
the definition of “rehabilitation” be
included because lessees of National
Park Service historic property might also
be eligible for historic preservation tax
incentives pursuant to the Economic
Recovery Tax Act of 1981 and 36 CFR
Part 67. That definition has been added.

Historic Objects

There was some suggestion that
leasing historic objects under this
authority might provide for greater
enjoyment of them by the public. Since
these regulations are intended to be
procedures governing the leasing of real
property and since there are other
existing mechanisms for making objects
(personal property) owned by the
National Park Service available, historic
objects have been excluded from
applicability under these regulations.
However, there may be instances when
certain kinds of objects which are
integrally related to a structure, such as
machinery or fixtures, would be
included as part of the historic property
to be leased.

Advertised Sealed Bids

A comment suggested that all lease
offerings should be subject to requests
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for proposals and that none should be
based solely on price. While in every
lease offering there will be preservation
conditions under the lease, many types
of single-use property which the ’
National Park Service will be leasing
under these regulations will not be
appropriate for criteria other than price..
For instance, in leasing historic or
archeological sites for farming or
grazing, the bid price will be the
determining factor in awarding a lease.
Another example is a lease of a
residence for residential use without
requirements for the tenant to perform
work on the structure.

Exchanges

It was suggested that additional
protections be included in the
regulations to ensure that any
exchanges pursuant to these regulations
would not result in unacceptable losses
to the integrity of the National Park
System. We consider that the
requirement in § 18.3 that leases or
exchanges must be consistent with the
purposes for which the park was
established satisfies this concern.

It was also suggested that the
requirement that exchanges should be
for properties of “approximately equal
fair market value” is too restrictive,
particularly in circumstances where
mineral rights might be involved. The
language provided in § 18.13(b) is
consistent with other Federal
regulations governing exchanges and
thus serves to protect against possible
abuses. Insofar as valuations of mineral
interests are concerned, these can be
addressed within the appraisal process.

Editorial and Drafting Changes

A number of editorial suggestions
were implemented to clarify sections of
this rulemaking involving the
relationship of the National Park Service
to prospective bidders and lessees in
order to ensure that the public received
the best possible information about the
historic property being leased and
mutual obligations under a lease.

Compliance With Other Laws

The Department of the Interior has
determined that this document is not a
major rule under E.O. 12291 and certifies
that this document will not have a
significant economic effect on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 ef seq.). In implementing this
rule, the National Park Service is
seeking not only the positive qualitative
effect of preservation of ¢ultural
resources, but also the positive
economic effect of doing so without a
major overriding investment of Federal

funds. Even with the ability to lease -
historic property to ensure its
preservation, the National Park Service
estimates that it will only be able to
lease about 40-80 properties annually.
Therefore, this rule will have
considerably less than a $100 million
gross annual impact on the economy
and will not require major budget or
personnel changes in Federal, state, or
local governments. It is anticipated that
this rule will have a positive effect on
employment and investment.
Restoration of existing structures is a
labor-intensive enterprise (estimated as
high as 75% labor-intensive) and the
availability of historic property for lease
by the National Park Service is expected
to encourage investment by the private

- sector. Additionally, if that historic

property is located in an urban area, it is
likely that the restoration of
Government-owned historic property
will result in attracting other investment
in nearby or adjacent property. If it is
assumed that only 40-60 historic
properties will be available annually, a
substantial number of small entities will
not be effected. However, to the extent
that historic property made available
under this rule might be small houses,
farmsteads, or commercial structures,
the small entities which are impacted
will be affected-positively in the form of
housing or business opportunities.

This rule does not contain information
collection requirements which require
approval by the Office of Management
and Budget under 44 U.S.C. 3507.

Environmental Impact Statement

This rulemaking prescribes
administrative procedures for
implementing Section 207 of the
National Preservation Act Amendments
of December 12, 1980, Pub. L. 96-515, 94
Stat. 2997. Such procedures have no
potential for significant environmental
impact and are categorically excluded
from the requirement for compliance
with the National Environmental Policy
Act. Therefore, it is hereby determined
that this rulemaking does not constitute
a major federal action significantly
affecting the quality of the human
environment and that no detailed
statement pursuant to section 102(2)(c)
of the National Environmental Policy
Act of 1969 {42 U.S.C. 4332(2)(C)) is
required.

List of Subjects in 36 CFR Part 18

Historic properties, National parks. )

For the reasons set out in the
preamble, Chapter I of Title 36 of the

Code of Federal Regulations is amended
as set forth below.
G. Ray Arnett,

Assistant Secretary for Fish and Wildlife and
Parks.

Part 18 is added to 36 CFR Chapter I
to read as follows:

PART 18—LEASES AND EXCHANGES
OF HISTORIC PROPERTY

eC. ’

18.1 Authority.

18.2 Definitions. °

18.3 Applicability.

18.4 Notice/Publicity.

18,5 Determination of fair market rental

value.

18.6 Advertised dealed bids.

18.7 Action at close of bidding.

18.8 Requests for proposals.

18.9 Lease terms and conditions.

18.10 Subleases and assignments.

18.11 Special requirements.

18.12 Ownership of improvements.

18.13 Exchanges for historic property.
Authority: Sec. 207, Pub. L. 96-515, 94 Sta.

2097 (18 U.S.C. 470h-3)

§18:1 Authority.

Section 207 of the National Historic
Preservation Act Amendments of
December 12, 1980, Pub. L. 96-515, 94
Stat. 2997, amends the National Historic
Preservation Act of 1966, 16 U.S.C. 470 et
seq., by adding a new Section 111.
Section 111(a) authorizes the Secretary
of the Interior to lease historic property
owned by the Department of the Interior
or to exchange certain property owned
by the Department of the Interior with
certain comparable non-federally owned
historic property in order to ensure the
preservation of the historic property.
Section 111(b) provides that proceeds
from such leases of an historic property
may be retained by the agency to defray
the cost of administering, maintaining,
repairing, or otherwise preserving the
property or-other properties on the
National Register. The Secretary must
consult with the Advisory Council on
Historic Preservation before taking an
action pursuant to this part.

§ 18.2 Definitions.

In addition to applicable definitions
contained in 36 CFR Part 1, the following
definitions shall apply to this part:

(a) “Adaptive Use" means the act or
process of adapting a structure to a use
other than that for which it was
designed.

(b) “Authorized Officer” means an
officer or employee of the National Park
Service designated to conduct leases or
exchanges and delegated authority to
execute all necessary documents
including leases and deeds.
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(c) “Director” means Director of the
National Park Service or his delegated
representative.

(d) “Fair Market Rental Value” means
the most probable fent that the property
would command if it were exposed on
the open market for a period of time
sufficient to attract a tenant who rents
the property with full knowledge of the
alternatives available to him on the
market.

(e) "Fair Market Value” means the
amount in cash, or terms reasonably
equivalent to cash, for which in all
probability, the property would be sold
by a knowledgeable owner willing but
not obligated to sell to a knowledgeable
purchaser who desired but was not
obligated to buy.

(f) “Historic property” means any
prehistoric or historic district, site,
building, structure, or object included in,
or eligible for inclusion on the National
Register of Historic Places.

(g) ‘Lease” means a written contract
by which use and possession in land
and/or improvements is given to
another person for a specified period of
time and for rent and/or other
consideration.

(h) “Leasehold interest” means a
contract right in property consisting of
the right to use and occupy real property
by virtue of a lease agreement.

(i) “National Register” or “National
Register of Historic Places” means the
national register of districts, sites,
buildings, structures, and objects
significant in American history.
architecture, archeology, engineering,
and culture, maintained by the Secretary
of the Interior under authority of section
101(a)(1) of the National Historic
Preservation Act of 1966, as amended
(80 Stat. 915, 16 U.S.C. 470 et seq. (1970
ed)}. .

(j) “Preservation” means the act or
process of applying measures to sustain
the existing terrain and vegetative cover
of a site and the existing form, integrity,
and material of a structure. It includes °
initial stabilization work, where
necessary, as well as ongoing
maintenance.

(k) “Preservation Maintenance”
means the act or process of applying
preservation treatment to a site or
structure. It includes housekeeping and
routine and cyclic work scheduled to
mitigate wear and deterioration without
altering the appearance of the resource,
repair or replacement-in-kind of broken
or worn-out elements, parts, or surfaces
so as to keep the existing appearance
and function of the site of structure, and
emergency stabilization work necessary
to protect damaged historic fabric from
additional damage.

(1) “Reconstruction” means the act or
process of accurately reproducing a site
or structure, in whole, or in part, as it
appeared at a particular period of time.

(m) “Rehabilitation” means the act or
process of returning a property to a state
of utility through repair or alteration
that makes possible an efficient
contemporary use while preserving
those portions or features of the
property that are significant to its
historical, architectural, and cultural
values.

(n) “Restoration” means the act or
process of recovering the general
historic appearance of a site or the form
and details of a structure, or portion
thereof, by the removal of incompatible
natural or human-caused accretions and
the replacement of missing elements as
appropriate. For structures, restoration
may be for exteriors and interiors, and
may be partial or complete.

§ 18.3 Applicability.

° Section 111 of the Act is applicable to
certain historic property under the
jurisdiction of the National Park Service
which the Director has determined
would be adequately preserved by lease
as well as to any other non-federal
historic property within the authorized
boundaries of a unit of the National Park
System which the National Park Service
may wish to acquire through an
exchange of federally owned property of
equal value and/or equalizing monetary
consideration, in order to ensure the
preservation of the historic property. No
lease or exchange shall be made under
this part until a written determination is
made by the Director that, pursuant to
the National Park Service Planning
Process, such use will be consistent with
the purposes for which the park is
established. No lease or exchange shall
be made prior to consultation with the
Advisory Council on Historic
Preservation. These regulations shall not
apply to objects or prehistoric
structures.

§18.4 Notice/Publicity.
(a) When the Director has determined

‘in accordance with these regulations

that an appropriate interest in National
Park Service property will be offered for
lease, public notice of the opportunity
shall be published at least twice in local
and/or national newspapers of general
circulation, appropriate trade
publications, and distributed to
interested persons. The notice shall be
published not less than 60 days prior to
the date of the bid opening or receipt of*
proposals and may be cancelled or
withdrawn at any time. The notice shall
contain, at a minimum: (1) A legal
description of the property by public

lands subdivision, metes-and-bounds,
lot or by other suitable method, (2) a
statement of the interest and term to be
made available, designation of
permissible uses, if applicable, including
restrictions to be placed on the property,
(3) whether the opportunity is for
submission of a bid or a proposal as a
result of a request for proposals, (4)
when appropriate, a statement of the
minimum acceptable bid below which
the interest will not be conveyed, (5) an
outline of bid or proposal procedures
and a designation of the time and place
for submitting bids or proposals, (8) an
outline of lease procedures,
requirements, and time schedule, (7)
information regarding the character of
the property and its location as deemed
necessary, and (8) information on the
physical condition of the property and
where appropriate, work which may be
required.

(b} All persons interested in an
offering of property for lease ghall be

- permitted and/or encouraged to make a
. complete inspection of such property

including any available records, plans,
specifications, or other such documents.
(c) Where a historic property has been
designated for lease pursuant to this
part, a condensed statement of the
availability of property for lease shall be
prepared and submitted for inclusion in
the U.S. Department of Commerce
publication “Commerce Business Daily"
to: U.S. Department of Commerce (S-
Synopsis), Room 1304, 433 West Van
Buren Street, Chicago, Illinois 60607.

§ 18.5 Determination of fair market rental
value.

Fair market rental value of a property
offered for lease will be prepared and -
reviewed by qualified professional real
estate appraisers. Estimated fair market
rental value will be prepared in
accordance with professional standards
and practices, taking into consideration
all factors influencing value including
special or unique provisions and/or
limitations on the use of the property

" contained in the lease.

§ 18.6 Advertised sealed bids.

Leases will be offered through
advertised sealed bids when the lease
price is the only criterion for award. If a
property is to be leased on a bid basis,
and the advertisement/solicitation
specifies a bid form, it will be made
available upon request. Bids may be
made by a principal or designated agent,
either personally or by mail. Bids will be
considered only if received at the place
designated and prior to the hour fixed in
the offering. If no bid form is specified,
bids must be in writing, ¢learly identify
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the bidder, be signed by the bidder or
designated agent, state the amount of
the bid, and refer to the public notice.
Bids conditioned substantially in ways
not provided for by the notice will not
be considered. Bids must be
accompanied by certified checks, post
office money orders, bank drafts, or
cashier’s checks made payable to the
United States of America for the amount
specified in the advertisement: The bid
and payment must be enclosed in a
sealed envelope upon which the ]
prospective bidder shall write “Bid on
interest in property of the National Park
Service” and shall note the scheduled
date the bids are to be opened.
Payments will be refunded promptly to
unseccessful bidders. Bids will be
opened publicly at the time and place
specified in the notice of the offering.
Bidders, their agents or representatives,
and any other interested person may
attend the bid opening. No bid in an
amount less than the fair market rental
value shall be considered. In the event
two or more valid bids are received in
the same amount, the award shall be
made by a drawing by lot limited to the
equal acceptable bids received.

§ 18.7 Action at close of bidding.

When a property is advertised for
sealed bids, the bidder who is declared
by the authorized officer to be the high
bidder shall be bound by his bid and the
regulations in this part to execute the
lease, in accordance therewith, unless
the bid is rejected. The Director reserves
the right to reject any and all bids in his
discretion when in the best interest of
the Government.

§ 18.8 Requests for proposals.

(a) When the award of a lease will be
based on criteria in addition to price,
solicitation of offers will be made
through requests for proposals and the
Director may negotiate with the party or
parties which, in the Director’s
judgment, makes the offer(s) which is
susceptible to being the most
advantageous to the National Park
Service.

(b) Where significant investment
would be required of a potential lessee,
the Director shall issue a request for
proposals describing the required
preservation, preservation maintenance,
restoration, reconstruction, adaptive
use, or other specified work.

(c) Requests for proposals will be
made available upon request to all
interested parties and will allow a
minimum of sixty days for proposals to
be submitted unless a shorter period is
necessary and made part of the public
notice.

(d) All proposals received will be
evaluated by the Director, and the
proposal(s) considered to-meet the
criteria best shall be selected as the
basis for negotiation to a final lease.

(e) The principal factors to be used in
evaluating the proposal(s) shall be
stated in the request for proposals and
shall include as appropriate (1) price, (2)
financial capability, (3) experience, of
the proposer, (4) conformance of the
proposal(s) to the request for proposals,
(5) impact of the proposal(s) on the
historical significance and integrity of
the site or structure(s) or, {6} any other
factors that may be specified. When the
request for proposal solicits lease
proposals for use of sites or structures,
the selection criteria may include
assessment of the degree to which any
use proposed is supportive of the
purposes of the park. |

(f) The Director may solicit from any
offeror additional information, or
written or verbal clarification of a
proposal. The Director may choose to
reject all proposals received at any time
and resolicit or cancel the solicitation
altogether in his discretion when in the
best interest of the Government. Any
material information made available to
any offeror by the Director must be
made available to all offerors; and will
be available to the public upon request.

(g) The Director may, in his discretion,
terminate negotiations at any time prior
to execution of the lease without
liability to any party when it is-in the
best interest of the Government.

§ 18.9 Lease terms and conditions.

(a) All leases shall contain such terms
and conditions as the Director deems
necessary to assure use of the property
in a manner consistent with the purpose
for which the area was authorized by
Congress and to assure the preservation
of the historic property.

(b) Leases granted or approved under
this part shall be for the minimum term
commensurate with the purpose of the
lease tha* will allow the highest
economic return to the Government
consistent with prudent management
and preservation practices, except as
otherwise provided in this part. In no

-event shall a legse exceed a term of 99

years.

§ 18.10 Subleases and assignments.

(a) A sublease, assignment, .
amendment or encumbrance of any
lease issued under this part may be
made only with the written approval of
the Director. -

(b} A lease may be amended from
time to time at the written request of
either the lessee or the Government with
written concurrence of the other party.

Such amendments will be added to and
become a part of the original lease.

(c) The lease may contain a provision
authorizing the lessee to sublease the
premises, in whole or in part, with
approval of the Director, provided the
uses prescribed in the original lease are
not violated. Subleases so made shall
not serve to relieve the sublessee from
any liability nor diminish any
supervisory authority of the Director
provided for under the approved lease.

(d) With the consent of the Director,
the lease may contain provisions
authorizing the lessee to encumber the
leasehold interest in the premises for the
purpose of borrowing capital for the

- development and improvement of the

leased premises. The encumbrance
instrument must be approved by the
Director in writing. An assignment or
sale of leasehold under an approved
encumbrance can be made with the
approval of the Director and the consent
of the other parties to the lease,
provided, however, that the assignee
accepts and agrees in writing to be
bound by all the terms and conditions of
the lease. Such purchaser will be bound
by the terms of the lease and will
assume in writing all the obligations
thereunder.

§ 18.11 Special requirements.

(a) All leases made pursuant to the
regulations in this part shall be in the

‘form approved by the Director and

subject to his written approval.

{b) No lease shall be approved or
granted for less than the present fair
market rental value.

(c) Unless otherwise provided by the
Director a satisfactory surety bond will
be required in an amount that will
reasonably assure performance of the
contractual obligations under the lease.
Such bond may be for the purpose of
guaranteeing:

(1) Not less than one year's rental
unless the lease contract provides that
the annual rental or portion thereof shall
be paid in advance.

(2) The estimated construction cost of
any improvements by the lessee.

(3) An amount estimated to be
adequate to insure compliance with any
additional contractual obligations.

(d) The lessee will be required to
secure and maintain from responsible
companies insurance sufficient to
indemnify losses connected with or
occasioned by the use, activities, and
operations authorized by the lease.
Types and amounts of insurance
coverage will be specified in writing and
periodically reviewed by the National
Park Service.
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(e) The lessee shall save, hold
harmless, and indemnify the United
States of America, its agents and
employees for losses, damages, or
judgments and expenses on account of
personal injury, death or property
damage or claims for personal injury,
death, or property damage of any nature
whatsoever and by whomsoever made
arising out of the activities of the lessee,
his employees, subcontractors,
sublessees, or agents under the lease.

(f) No lease shall provide the lessee a
preference right of future leases.

(g) The lessee is responsible for any
taxes and assessments imposed by
Federal, State, and local agencies on
lessee-owned property and interests.

(h) The lessee shall comply with local
applicable ordinances, codes, and
zoning requirements. -

§ 18.12 Ownership of improvements.
(a) Capital improvements.made to
existing government-owned structures

by the lessee or additional structures
placed on the government-owned land
by the lessee are the property of the
United States. No rights for
compensation of any nature exist for
such property at the termination or
expiration of the lease except as
specified in the lease.

(b) Furniture, trade fixtures, chattel,
and other personal property defined in
the lease shall remain the property of
the lessee upon termination or
expiration of the lease and shall be
removed within a reasonable time
specified in the lease.

§ 18.13 Exchanges for historic property.

(a) After consultation with the
Advisory Council on Historic
Preservation, the Secretary, consistent
with other legal requirements or other
legal authorities, may exchange any
property owned by the United States of
America under his administration for
any non-federally owned historic
property located within the authorized
boundaries of an existing unit of the
National Park System, if he has
determined that such exchange will
adequately ensure preservation of the
historic property and subject to the
requirements of § 18.3 hereof.

(b} The exchange of the two
properties must be on the basis of
approximately equal fair market value
established by. the approved appraisal
reports of the agency. The Secretary
may accept cash from or pay cash to the
grantor in an exchange, in order to .
equalize the values of the properties
exchanged.

(c) Title to the non-Federal property to
be received in exchange must be free
and clear of encumbrances and/or liens.

" (d) Prior to consummation of any
exchange, the Secretary shall evaluate
the Federal land to be exchanged, and
shall reserve such interests as necessary
to protect the purposes for which the
unit of the National Park System was
established. The grantor of property to
the Federal Government may reserve
only such rights as are compatible with
the purposes for which it is being
acquired as determined by the
Secretary. Appraisal of fair market
values must reflect any reservations or
restrictions.
|FR Doc. 82-31911 Filed 11-24-82; 8:45 am]|
BILLING CODE 4310-70-M

ENVIRONMENTAL PROTECTION

"AGENCY

40 CFR Part 120
[WH-FRL~-2242-3]

Water Quality Standards; State of
Alabama; Withdrawal of Regulation

AGENCY: Environmental Protection
Agency. ’
ACTION: Withdrawal of a rule.

SUMMARY: EPA is withdrawing a rule
that established beneficial uses for

sixteen stream segments that
superseded those established on
December 19, 1977, in the State of
Alabama Water Quality Standards. EPA
believes the 1981 and 1982 revisions to
the Alabama Water Quality Standards
obviate the need for the Federal rule.
DATE: This withdrawal is effective
December 27, 1982. ’

FOR FURTHER INFORMATION CONTACT:
Mr. Jim Kutzman, Water Quality
Standards Coordinator, EPA Region IV,
345 Courtland Street, Atlanta, GA 30365,
(404) 881-3116.

SUPPLEMENTARY INFORMATION:

Background

On February 14, 1980, the
Environmental Protection Agency (EPA)
promulgated a rule establishing
beneficial use designations for sixteen
stream segments in the State of
Alabama (45 FR 9910, codified at 40 CFR
120.11, erroneously listed in the 1981 and
1982 editions of 40 CFR as 120.10). These
beneficial use designations superseded
the use designations adopted by the
Alabama Water Improvement
Commission, which had previously been
disapproved by EPA pursuant to section
303(c) of the Clean Water Act.

The uses and segments covered by
EPA’s 1980 promulgation are:

Basin Stream From To Classification
[0 - W Snow Creek.......ceuneee Chocolocco ...| Fish and Wildlife.
Lower Tombigbee. .| Sycamore Creek... ..| Chickasaw Bogue Do.
Tallapoosa .......cceeeevenned Christian Creek | Oaktasasi Creek.............. Do.
Dobbs Creek Do Do.
- Parkerson Mill Creek...... Chewacla Creek Do.
Tennesses.............c....... Mud Creek....... .. Do.
Pond Creek Tennessee River. ...| Agric. and Ind. Water
. Supply. -
Tallapoosa Calebee Creek................ Highway 80 Do. Fish and Wildlife.
Tennessee .. .| Piney Creek ..| County road vicinity of {07 TR Do.
Wooley Springs.
Warrior ... { Mill Creek.... .| Chitwood Creek Do Do.
indian Creek .| Lost Creek Do. Do.
Choctawhatchee Beaver Creek Newton Creek Do Do.
Coosa Walnut Cresk Hog Creek Do. Do.
Lower Tombigbes........... Bassetts Creek.... Orphan's Creek Do. Do.
Wahalak Cresk ..| Tishlarka Creek Do. Do.
Perdido Escambia........... Indian Creek County road crossing DOt Do.
near Horn Hill. .

On February 4, 1981, and April 5, 1982,
the Alabama Water Improvement
Commission adopted revisions to State
water quality standards. These revised
State water quality standards designate
beneficial uses for the sixteen stream
segments in question identical to the
uses designated by EPA in its February
14, 1980, promulgation. (See Alabama
Water Quality Criteria and Use
Classifications—Title II; also available
in the Bureau of National Affairs—
Environment Reports.) The Regional
Administrator, EPA Region IV, approved
Alabama'’s revised water quality
standards on May 23, 1981 and June 4,

1982, in accordance with section 303(c)
of the Clean Water Act.

Statement of Basis and Purpose

EPA's 1980 promulgation is now
duplicative of an EPA-approved State
water quality standard, and is no longer
needed to meet the requirements of the
Clean Water Act. As the Act
contemplates Federal promulgation of.
water quality standards only where a

- State fails to adopt standards which

meet the requirements of the Act, it is

EPA’s policy to withdraw promulgation
water quality standards when the State
adopts new or revised standards which
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meet the requirements of the Act.
Accordingly, because EPA’s 1980
promulgation for Alabama is no longer
necessary to meet the requirements of
the Act, the 1980 promulgation which

established Federal use designations for , ol th
. Regulations is removed and reserved.
. [FR Doc. 82-32189 Filed 11-24-82; 8:45 am]

' Billing Code 6560-50-M

sixteen Alabama stream segments is
withdrawn.

Availability of Record

The administrative record for the
consideration of Alabama’s revised
Water Quality Standards is available
for public inspection and copying at the
Environmental Protection Agency,
Region IV Office, Water Management
Division, 345 Courtland Street, Atlanta,
Georgia 30365, during normal weekday
business hours of 8:00 am to 4:30 pm.
The approved Alabama Water Quality
Standards are available for inspection
and copying from the Criteria and
Standards Division (WH-585), 401 M
Street, SW., Washington, D.C. 20460, in
Room 2818 of the Mall.

Regulatory Analysis

The Office of Management and Budget
has exempted this rule from the
requirements of Section 3 of Executive
Order 12291.

This regulation imposes no new
regulatory requirements but merely
withdraws a Federal regulation that
now duplicates a State regulation.
Therefore, this rule will not have a
significant economic impact on a
substantial number of small entities.

Administrative Procedure

Because Alabama has adopted, and
EPA has approved, beneficial use
designations identical to those in the
Federal promulgation, withdrawal of the
Federal promulgation will have no effect
on water quality or on the regulated
public. Alabama complied with the
public participation requirements of the
Act during its review revision of its
water quality standards. Therefore, EPA
has determined that notice of proposed
rulemaking and public procedure
thereon is unnecessary for this action to
withdraw 40 CFR 120.10.

(Sec. 303(c) (33 U.S.C. 1313(c4]) of the Clean
Water Act (Pub. L. 92-500, as amended (33
U.S.C. 1251, et segq.))

Dated: November 19, 1982.

Anne M. Gorsuch,
Administrator.

PART 120—WATER QUALITY

. STANDARDS
. §120.10 [Removed and Reserved]

Section 120.10 of Part 120 of Chapter I,
Title 40 of the Code of Federal

GENERAL SERVICES
ADMINISTRATION

41 CFR Ch. 101

~ [FPMR Temp. Reg. A-22]

Use of Contract Airline Service
Between Selected City-Pairs;
Temporary Regulation

AGENCY: Office of Personal Property,
GSA.

ACTION: Temporary regulation.

SUMMARY: This re\zgulation prescribes
policies, procedures, and requirements
that apply to Federal agencies when
contract airline passenger transportation
is provided. The General Services
Administration has greatly increased
the number of city-pairs and airlines
under the contract airline program. This
regulation announces the city-pairs
awarded under contract to the air
carriers listed in the Federal Travel
Directory, and continues the successful
program of reducing Government travel
expenses. Due to the increased volume,
the city-pairs and contractor airlines
will not be shown in this regulation.
Rather, the city-pairs, applicable’
contract fares and the airlines under
contract to GSA will be shown in the
Federal Travel Directory. Government
employees should order copies of the
Federal Travel Directory through their
appropriate headquarters administrative
office.

DATES: Effective date: October 1, 1982.
Expiration date: September 30, 1983.

! ADDRESSES: Single copies of the Federal

Travel Directory may be obtained from
the Superintendent of Documents, U.S.
Government Printing Office,

- Washington, DC 20402. Telephone (202)
© 783-3238.

FOR FURTHER INFORMATION CONTACT:

Joseph M. Napoli, Policy Development and’

Analysis Division (703-557-1256).
SUPPLEMENTARY INFORMATION: The
General Services Administration has
determined that this rule is not a major
rule for the purposes of Executive Order
12291 of February 17, 1981, because it is
not likely to result in an annual effect on

! the economy of $100 million or more, a

major increase in costs to consumers or
others, or significant adverse effects.
The General Servicés Administration
has based all administrative decisions
underlying this rule on adequate
information concerning the need for, and
consequences of, this rule; has
determined that the potential benefits to
society from this rule outweigh the
potential costs and maximize the net
benefits; and has chosen the alternative
approach involving the least net cost to
society. By reinstating a city-pairs

- report, the General Services

Administration requires agencies
subject to this regulation to furnish
information on the use of scheduled
airlines by employees on official travel.
These reports are necessary for
enforcing the use of contract airlines, for
identifying problem areas in the contract
airline program, for developing statistics
reportable to Congress, for supporting
the budgetary process, and for attracting
carrier participation in the bidding/
contracting system. Interagency
information collection requirements
contained in this regulation have been
approved under the provisions of FPMR
101-11.11 and have been assigned
Interagency Report Control No. 0242-
GSA-XX with an expiration date of July
31, 1985.

(Sec. 205(c), 63 Stat. 390; 40 U.S.C. 486(c))

In 41 CFR Chapter 101, the following
temporary regulation is added to the
appendix at the end of Subchapter A to
read as follows:

October 30, 1982.

[Federal Property Management Regulations
Temporary Regulation A-22]

Subject: Use of contract airline service
between selected city-pairs

1. Purpose. This regulation prescribes
policies, procedures, and requirements
applicable to Federal agencies when
contracts for airline passenger service have
been awarded between selected city-pairs.

2. Effective date. This regulation is
effective October 1, 1982.

3. Expiration date. This regulation expires
on September 30, 1983, unless superseded or
canceled.

4. Background. The General Services
Administration (GSA) has made additional
contract awards with certificated air carriers
to furnish air passenger transportation for
official Government travel between selected
city-pairs at reduced fares.

5. Scope. The extent to which this
regulation applies to Government employees
and members authorized to travel at
Government expense is as follows:

a. Executive and other Federal agencies are
governed by this regulation to the extent
specified in the Federal Property and
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Administrative Services Act of 1949, as
amended, and 5 U.S.C. 5701, et seq.;

b. The Department of Defense (DOD) shall
follow the procedures established in the
Military Traffic Management Regulation (AR
55-355/NAVSUPINST 4600.70/MCO
P4600.14A /DLAR 4500.3); and

c. The following are exempt from the
mandatory use of the airline contracts;
however, all exempted personnel are
authorized and encouraged to use these
services when the use thereof is acceptable
1o the contract airlines:

(1) Uniformed members of the Public
Health Service, the National Oceanic and
Atmospheric Administration, and the U.S.
Coast Guard;

{2) Employees of the Judicial Branch of the
Government;

{3} Employees and members of the House
of Representatives and Senate of the United
States Congress;

{4) Employees of the U.S. Postal Service;

(5) Foreign Service officers;

{6) Cost-reimbursable contractors working
for the Government; and
- (7) Employees of any agency having
independent statutory authority to prescribe
travel allowances and who are not subject to
5 U.S.C. 5701-5709.

8. Applicability. The provisions of this
regulation are mandatory on the agencies
defined in subpar. 5a for all official travel by
air between the city-pairs listed in the
Federal Travel Directory (see par. 14).
Noncontract airlines may be used between
the listed city-pairs only under the travel
conditions specified in subpar. 11b.

7. Responsibility of the contract airline. a.
The contractor is not required to furnish
services if, at the time of the request for
service, the séheduled aircraft is fully loaded;
nor shall the contractor be required to furnish

. any additional aircraft to satisfy the
transportation requirement. However, the
contractor will provide the official
Government traveler with services that are
the same as those provided to its commercial
passengers in scheduled jet coach service.
The carrier will make reservations for
Government travelers on the same basis as
for regular coach service travelers and shall
not discriminate in favor of commercial
travelers.

b. The contractor is to comply with all rules
and regulations required by the Civil
Aeronautics Board, including tariff filing or
any required exemptions to sections 403, 404,
and other provisions of the Federal Aviation
Act of 1958, to permit carriers to contract for
and to furnish air transportation in
accordance with the contract.

c. The contractor is to use the designator
“YCA" in describing contract fares under this
regulation.

- 8. Procedures for obtaining service. a.
Except as provided in b, below, contract air
service shall be ordered by the issuance of
GTR's either directly to the carrier contractor
or indirectly to a travel agent under contract
to GSA. (See par. 9 on use of travel agents.)

b. When'a traveler uses cash to procure
service under FPMR 101-41.203-2, the
traveler shall be prepared to authenticate the
trip as official travel. When cash is used, the
contractor airlines listed in the Federal

Travel Directory have the option of furnishing
services at either the contract or noncontract
fare. If only one contract is awarded between
a city-pair and the contractor does not
provide a.contract fare with the use of cash,
the traveler shall procure service from an
airline offering the lowest noncontract fare. If
more than one contract has been awarded
between a city-pair, the traveler shall
observe the order of carrier succession in
selecting a contractor which provides a
contract fare with the use of cash. If none of
the contractors provides a contract fare with
the use of cash, the traveler shall procure
service from an airline offering the lowest
noncontract fare. Cash or personal credit
cards shall not be used to circumvent the
Government's contract with the airlines.

c. When a reservation for contract air
service is requested, the fare basis shall be
identified as *'YCA,” and the carrier’s ticket
agent shall be instructed to apply the
appropriate fare basis and contract fare.
Agencies using teletype ticketing equipment
shall examiné airline tickets to determine
whether the correct fare basis and contract
fare have been applied. Improperly rated or
fared tickets shall be canceled, and new
tickets shall be issued. Tickets picked up at
the airline ticket offices shall be verified to
ensure that the proper fare basis is shown on
the ticket.

d. Contract fares apply only between the
cities named in the Federal Travel Directory
and are not applicable to or from
intermediate points. The contract fares,
however, are applicable in conjunction with

’

.other published fares or other contract fares.

e. When a city-pair published in the
Federal Travel Directory indicates that only
one contract is awarded and the contractor
subsequently offers a fare lower than its YCA
fare, the ordering agency may elect to use the
lower fare if qualifications for obtaining the
lower fare are compatible with the agency’s
trayel requirements.

“9, Use of travel agents. The General
Services Administration has entered into
contracts with various commercial travel
agents and has established travel centers in
certain locations for the purpose of
conducting a test in the use of commercial
travel agents for Federal agencies. These
travel agents are responsible for providing
and arranging all travel services to Federal
travelers. The travel agents are assigned
Standard Form 1169, U.S. Government
Transportation Request (GTR), numbers by
each participating Government agency, and
the assigned GTR numbers shall be shown on
all transportation tickets issued by the travel
agent. (See GSA's Federal Travel Directory
for the location of travel agents.)

10. Multiple awards between the same city-
pair. a. When a City-pair published in the
Federal Travel Directory indicates that
multiple contracts are awarded, the
contractors are listed in descending order
from the carrier (primary) offering the lower

_fare to the carrier (secondary) offering the

next higher fare. Except as otherwise
provided in this paragraph, agencies shall
request reservations from the contract
carriers in the order of succession, as listed.
(1) If service by contract carriers is
provided at different airports but still

between the same city-pair listed in the
Federal Travel Directory, the lowest overall
cost, including the contract fare, lost
productive time, and ground transportation,
will determine which carrier will be used.

(2) The secondary carrier shall be used
when the primary carrier cannot provide the
service required by the ordering agency or
when official travel falls within one of the
following exceptions:

{a) Airline seating capacity on any
scheduled flight of the primary carrier is not
available in sufficient time to accomplish the
purpose of the travel;

(b) The use of the primary carrier's flight
would require additional overnight lodging;

(c) The scheduled flight of the primary
carrier is not compatible with the agency
policies and practices regarding travel during
regularly scheduled workhours (for further
information, see the Federal Personnel
Manual, Supplement 890-2); or

(d) Exigency or other requirement of the
mission necessitates the use of another
airline or mode of transportation.

b. When a contract cérrier offers a fare
lower tharn its YCA fare, the ordering agency
may elect to use the lower noncontract fare
provided the qualifications for obtaining the
lower fare are compatible with the agency's
travel requirements and provided a
comparison of total costs as prescribed in
subpar. 11b(4) justifies a change in the order
of carrier succession. For example, if the
YCA fares for the same city-pair are $68 for
carrier A and $75 for carrier B and carrier A
offers a fare lower than $68, the lower fare
may be used. If, on the other hand, carrier B
should offer a fare lower than $68 and carrier
A remains eligible to furnish service under its
contract, carrier B's lower fare may be used if
a cost comparison under subpar. 11b{4)
justifies the use of carrier B's lower fare. By
offering to the general public an unrestricted
fare that is lower than its YCA fare, the
contract carrier assumes the status of a
noncontract carrier.

11. Use of noncontract airline carriers
between listed city-pairs. a. Heads of
agencies are authorized to approve the use of
noncontract air carriers between city-pairs
listed in the Federal Travel Directory when
their use is justified under the conditions
noted in b, below. This authofity may be
delegated provided that appropriate
guidelines in the form of regulations or other
written instructions are furnished the
designee. Redelegation authority shall be
limited. The delegation and redelegation of
authority shall be held to as high an
administrative level as practical to ensure
adequate consideration and review of the
circumstances requiring the use of
noncontract air carriers.

b. Use of noncontract air carriers is
justified when contract air carriers cannot
provide the services required by the ordering
agency or when official travel falls within
one of the exceptions noted in (1) through (5),
below. Justifications for the use of
noncontract air carriers will be authorized on
individual travel orders (if known before
travel begins) or approved on vouchers (if not
known before travel begins).
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(1) Airline seating capacity on any. .
scheduled flight of the contract carrier is not
available in sufficient time to accomplish the
purpose of the travel.

(2) The use of the contract carrier’s flight
would require additional overnight lodging.

(3) The scheduled flight of the contract
carrier is not compatible with the agency
policies and practices regarding travel during
" regularly scheduled workhours. (For further
information, see the Federal Personnel
Manual, Supplement 990-2.)

(4) On the basis of a gomparison of total
costs for each individual trip, the use of a “Y”
or ““S” Class fare is less than the contract fare
at the time the reservation is made
considering such cost factors as actual
transportation costs, subsistence, allowable
overtime, or lost productive time. Promotional
or restrictive fares (e.g., seating space or time
limitations) shall not be used in the cost
comparison.

(5) Exigency or other requirement of the
mission necessitates the use of another
airline carrier or mode of transportation.

12. Traveler liability. In the absence of
specific authorization or approval stated on
or attached to the travel authorization or
travel voucher, the traveler shall be
responsible for any additional costs resulting
from the use of noncontract service or
contract services that violate the order of
carrier succession. The additional costs shall
be the difference between the unauthorized
contract or noncontract air service used and
the lowest appropriate contract fare
applicable under this regulation.

13. Contract airline city-pairs report. a. For
the 12-month period commencing October 1,
1982, heads of agencies shall submit three
reports on airline services used between city-
pairs listed in the Federal Travel Directory.

The first report will cover October through

. January; the second, February through May;
" and the third, June through September. Each

report shall be submitted within 30 calendar

- days following the close of the reporting
" period. Negative reports are required. Reports

shall be sent to General Services
Administration, Office of Transportation,
Washington, DC 20406. Interagency Report
Number 0242-GSA-XX, having an expiration
date of July 31, 1985, has been assigned to
this report in accordance with FPMR 101-
11.11.

b. Using the format set forth in attachment
A, agencies shall furnish reports containing
the following informatjon:

(1} Name of submitting agency or
department;

(2) A listing of each city-pair traveled by
air during the reporting period;

(3) The total number of trips taken between
each city-pair listed (specify one-way or
round trip);

{4) The total number of trips taken between
each city-pair listed for which contract fares
were applied (specify one-way or round trip);

. (5) Total savings resulting from the use of

" contract fares on each city-pair listed

(compute the difference between the contract
fares and the published applicable tariff or
noncontract fares for the class of service that
normally would have been used);

(6) Reasons for not using the specified
contract air carriers (show total number of
trips for each reason noted in attachment A);
and

(7)-Other remarks, as considered
appropriate.

14. The Federal Travel Directory. Under
the terms of the airline contract, fares may
change during the contract period. Also,
during the period of the contracts, city-pairs

may be added or dropped. Accordingly,
contract fares and the city-pairs are not
published in this regulation, but are published
by GSA in the Federal Travel Directory.
Government employees should order copies
of the Federal Travel Directory through their
appropriate headquarter administrative
office. Single copies may also be obtained
from the Superintendent of Documents, U.S.
Government Printing Office, Washington, DC
20402. Telephone (202) 783-3238. Agencies
are reminded to verify the contract fare with
the contract airline at the time reservations
are confirmed.

15. Collective agreements. This regulatlon
shall not be interpreted to nullify any valid,
negotiated agreement between management
and a union covering the provision of
employee travel in effect on the effective date
of this regulation. Upon the expiration of
agreements exempted, the provisions of this
regulation shall apply.

16. Comments. Comments and
recommendations concerning the use of this
regulation and its provisions may be
submitted to the General Services
Administration, Office of Transportation,
Washington, DC 20406.

17. Cancellation. FPMR Temporary
Regulation A-19 and supplements thereto are
canceled.

18. Effect on other directives. All
references to FPMR Temporary Regulation
A-19 in the Federal Travel Regulations (41
CFR Part 101-7) shall be changed to refer to
this regulation.

Ray Kline,
Acting Administrator o f General Services.

BILLING CODE 6820-AM-C
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FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part0
[FCC 82-500]
Commission Organization; Revision of

the Commission’s Rules Pertaining to
National Security Information

AGENCY: Federal Communications
Commission.
ACTION: Final rule.

SUMMARY: This action revises and

retitles Subpart D, Part 0 of the

Commission's Rules pertaining to the

Mandatory Declassification of National
_ Security Information.

The revision informs members of the
public of the procedures to be followed
in submitting requests for
declassification and establishes internal
processing and disposition procedures
for such requests.

This action is taken by the
Commission in order to comply with the
procedural requirements of Executive
Order 12356, National Security
Information.

DATE: Effective: November 12, 1982.
ADDRESS: Federal Communications
Commission,' Washington, D.C. 20554.

FOR FURTHER INFORMATION CONTACT:
Fred |. Goldsmith, Office of the .
Managing Director, {202) 632-7143.

SUPPLEMENTARY INFORMATION:
List of Subjects in 47 CFR Part 0

Classified information.

Adopted: November 9, 1982.
Released: November 12, 1982.

1. Executive Order 12356, National
Security Information, requires that
agencies which handle classified
information promulgate regulations
identifying the information to be
protected, prescribe classification,

. downgrading, declassification and
safeguarding procedures, and establish
a monitoring system to ensure
compliance. The Executive Order further
requires that those portions of the
regulations which affect members of the
public be published in the Federal
Register. .

2. To comply with the latter
requirement of the Executive Order, we
are hereby revising and retitling Subpart

-D, Part 0, of the rules. The revision is
set out in the attached Appendix.
Because the Order concerns only
Commission policies and procedures
and implements Executive Order 12356,
the prior notice and effective date

provisions of 5 U.S.C. 553 are
inapplicable, Authority for adoption of
this revision is contained in Section 4(i)
of the Communications Act of 1934, as
amended, 47 U.S.C. 154(i) and Executive
Order No. 12356.

3. Accordingly, it is ordered, effective
November 12, 1982, that Part 0 of the
Rules and Regulations is revised as set
out in the Appendix attached hereto.
(Secs. 4, 303, 48 Stat., as amended, 1066, 1082;
47 U.S.C. 154, 303.)

Federal Communications Commission.
William J. Tricarico;
Secretary.

Appendix

Subpart D, Part 0 of Chapter 1 of Title
47 of the Code of Federal Regulations is
revised to read as follows:

Subpart D—Mandatory
Declassification of National Security
Information ‘

Sec.

0.501 General.

0.502 Purpose.

0.503 Submission of requests for mandatory
declassification review.

'0.504 Processing requests for

declassification.
0.505 Fees and charges.
0.508 FOIA and Privacy Act requests.
Authority: Secs. 4(i), 303(r),
Communications Act of 1934, as amended (47
U.S.C. 154(i) and 303(r)).

§0.501 General.

Executive Order 12356 requires that
information relating to national security
be protected against unauthorized
disclosure as long as required by
national security considerations. The
Order also provides that all information
classified under Executive Order 12356
or predecessor orders be subject to a

review for declassification upon receipt -

of a request made by a United States
citizen or permanent resident alien, a
federal agency, or a state or local
government.

§ 0.502 Purpose.

This subpart prescribes the
procedures to be followed in submitting
requests, processing such requests,
appeals taken from denials of
declassification requests and fees and
charges.

§0.503 Submission of Requests for
Mandatory Declassification Review.

(a) Requests for mandatory review of
national security information shall be in
writing, addressed to the Managing
Director, and reasonably describe the
information sought with sufficient
particularity to enable Commission
personnel to identify the documents

containing that information and be
reasonable in scope.

(b) When the request is for
information originally classified by the
Commission, the Managing Director
shall assign the request to the
appropriate bureau or office for action.

(c) Requests related to information,
either derivatively classified by the
Commission or originally classified by
another agency, shall be forwarded,
together with a copy of the record, to the
originating agency. The transmittal may
contain a recommendation for action.

§ 0.504 Processing Requests for
Declassification.

(a) Responses to mandatory
declassification review requests shall be
governed by the amount of search and
review time required to process the
request. A final determination shall be
made within one year from the date of
receipt of the request, except in unusual
circumstances.

{b) Upon a determination by the
bureau or office that the requested
material originally classified by the
Commission no longer warrants
protection, it shall be declassified and
made available to the requester, unless
withholding is otherwise authorized
under law.

(c) If the information may not be
declassified or released in whole or in
part, the requester shall be notified as to
the reasons for the denial, given notice
of the right to appeal the denial to the
Classification Review Committee, and
given notice that such an appeal must be
filed within 60 days of the date of denial
in order to be considered.

(d) The Commission’s Classification
Review Committee, consisting of the
Managing Director (Chairman), the
General Counsel or his designee, and
the Chief, Internal Review and Security
Division, shall have authority to act,
within 30 days, upon all appeals
regarding denials of requests for
mandatory declassification of
Commission-originated classifications.
The Committee shall be authorized to
overrule previous determinations in
whole or in part when, in its judgment,
continued classification is no longer
required. If the Committee determines
that continued classification is required
under the criteria of the Order, the
requester shall be promptly notified and
advised that an application for review
may be filed with the Commission
pursuant to 47 CFR 1.115.

§ 0.505 Fee and Charges.

(a) The Commission has designated a
contractor to make copies of
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Commission records and offer them for
sale (See §0.465).

(b) An hourly fee is charged for
recovery of the direct costs of searching
for requested documents (See § 0.466).

§0.506 FOIA and Privacy Act Requests.
Requests for declassification that are

submitted under the provisions of the

Freedom of Information Act, as

amended, (See § 0.461), of the Privacy

Act of 1974, (See § 0.554) shall be

processed in accordance with the

provisions of those Acts.

|FR Doc. 82-32177 Filed 11-24-82; 8:45 am|)

BILLING CODE 6712-01-M

47 CFRParts 0, 1, 13
[FCC 82-501]
U.S. Citizenship Eligibility

Requirements for Commercial Radio
Operators

AGENCY: Federal Communications
Commission,

ACTION: Final rule.

SUMMARY: The Commission amends its
rules, 47 CFR Part 0, 47 CFR Part 1, and
47 CFR Part 13, to remove U.S. -
citizenship as an eligibility requirement
for commercial radio operator licenses.
This action was necessary to conform
the Commission’s Rules to the
- provisions of Pub. L. 97-259, enacted
September 13, 1982.
EFFECTIVE DATE: November 26, 1982.
ADDRESSES: Federal Communications
Commission, Washington, D.C. 20554.
FOR FURTHER INFORMATION CONTACT:
Barnett C. Jackson, Jr., (202) 632-7240,
or
Lawrence Clance, (202) 632-7591.

SUPPLEMENTARY INFORMATION:
List of Subjects
47 CFR Part 0

Organization and functions.
47 CFR Part 1

Administrative practice and
procedure.

47 CFR Part 13

Commercial radio operator’s licenses.

Adopted: November 9, 1982.

Released: November 12, 1982.

By the Commission.

1. On September 13, 1982, Pub. L. 97~
259 amended Section 303(1) of the .
Communications Act of 1934 authorizing
the Commission to issue commercial
radio operator licenses to “persons who

are found to be qualified by the
Commission and who otherwise are

legally eligible for employment in the
United States.” Previously, that section
authorized the Commission to issue
commercial radio operator licenses only
to U.S. citizens, U.S. nationals, and
citizens of the Trust Territory of the
Pacific Islands, with certain exceptions
in the case of alien aircraft pilots and
alien radio station licensees.

2. We are revising our rules to
conform to the amended provisions of
Section 303 of the Communications Act.
We are also making certain editorial
revisions to Part 13 of our Rules to
improve readability.

3. Because these rule amendments are
made to conform with the
Communications Act of 1934, as
amended, we find that prior notice and
public procedure are unnecessary. (5
U.S.C. 553(b)(3)(B)) Furthermore, as the
rule amendments adopted herein relieve
a restriction, we are designating that
these rule amendments shall become
effective upon publication in the Federal
Register. (47 U.S.C. 408) (5 U.S.C. 553(d))

4. Accordingly, it is ordered, That
Parts 0, 1, and 13 of Title 47 of the Code
of Federal Regulations are amended as
set forth in the Appendix attached
hereto. This action is taken pursuant to
Sections 4(i) and 303(r) of the
Communications Act, as amended. (47
U.S.C. 154(i) and 303(r)). )

5. For information on this matter
contact B. C. “Jay" Jackson, Jr., Regional
Services Division, FCC, Washington,
D.C. 20554, {202) 632-7240.

(Secs. 4, 303, 48 Stat., as amended, 1066, 1082;
47 U.S.C. 154, 303)

Federal Communications Commission.
William . Tricarico,

Secretary.

Appendix
PART 0—[AMENDED]

A. Part 0 of Title 47 of the Code of
Federal Regulations is amended as
follows:

1. Section 0.483 is revised to read as
follows:

§0.483 Appllcétlons for amateur or
commercial radio operator licenses.

(a) Application filing procedures for
amateur radio operator licenses are set
forth in Part 97 of this chapter.

{b} Application filing procedures for
commercial radio operator licenses are
set forth in Part 13 of this chapter.
Detailed information about application
forms, filing procedures, and places to
file applications for commercial radio
operator licenses is contained in the
bulletin “Commercial Radio Operator
Licenses and Permits.” This bulletin is
available from any Commission field

office or the FCC, Washington, D.C.
20554,

2. Section 0.485 is revised to read as
follows:

§0.485 Amateur and commercial radio
operator examinations.

Written examinations and Morse
telegraphy examinations are conducted
at prescribed intervals or by
appointment at locations specified in the
Commission’s current examination
schedule, copies of which are available
from any Commission field office or
from the FCC, Washington, D.C. 20554.

PART 1—[AMENDED]

B. Part 1 of Title 47 of the Code of
Federal Regulations is amended as
follows:

1. Section 1.77 is amended by revising
paragraph (h) as follows:

§ 1.77 Detailed application procedures;
cross references.

* * * * *

. (h) Rules governing applications for
commercial radio operator licenses are
set forth in Part 13 of this chapter.

2. Section 1.83 is revised to read as
follows:

§ 1.83 Applications for radio operator
licenses.

(a) Application filing procedures for
amateur radio operator licenses are set
forth in Part 97 of this chapter.

(b} Application filing procedures for
commercial radio operator licenses are
set forth in Part 13 of this chapter.
Detailed information about application
forms, filing procedures, and places to
file applications for commercial radio
operator licenses is contained in the
bulletin “Commercial Radio Operator
Licenses and Permits.” This bulletin is
available from any Commission field
office or from the FCC, Washington,
D.C. 20554.

3. Section 1.84 is amended by revising
paragraph (a), and removing paragraphs
(b) and (c), as follows:

§ 1.84 Procedure with respectto:
commercial radio operator applications.

(a) Upon acceptance of an application
for a commercial radio operator license,
filed in accordance with Part 13 of this
chapter, an examination, if required, is
conducted. If the applicant is found
qualified and eligible in all respects, the
license will be issued. If additional -
information is necessary to determine
an applicant's qualifications or
eligibility, or if it appears that a grant of
an application would not serve the
public interest, the applicant will be
notified in writing and given an

opportunity to provide additional
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pertinent information in writing. If, from
the information available, it appears
that the applicant is not qualified or is
ineligible, or that a grant of the
application would not serve the public
interest, the applicant will be advised
thereof in writing and given an
opportunity to request, within a,
specified period of time, that the
application be set for hearing. If the
applicant does not request, within the
specified period, that the application be
set for hearmg, the application will be
denied.

(b) [Deleted]

(c) [Deleted]

* * * * *

PART 13—[AMENDED]

C. Part 13 of Title 47 of the Code of .
Federal Regulations.is amended as
follows:

1. Section 13.3 is revised to read as
follows:

§13.3 "Holding of more thanone
commercial radio operator license.

(a) No person may hold two or more
commercial radiotelegraph operator
licenses at the same time.

(b) No person may hold two or more
commercial radiotelephone operator
licenses at the same time, except as
provided in paragraphs (c) and (d) of
this section.

(c) Each person who is legally eligible
for employment in the United States
may hold one Marine Radio Operator
Permit and one Restricted .
Radiotelephone Operator Permit at the
same time, if negessary.

(d) Each person who is not legally
eligible for employment in the United
States, and certain other persons who
were issued permits prior to September
13, 1982, may hold two Restricted
Radiotelephone Operator Permits at the
same time, as each permit may
authorize the operation of a particular
station or class of stations.

2. Section 13.4 is amended by revising
paragraphs (a) and (b}, and by removing
paragraph (c), as follows:

§ 13 4 Term of Ilcenses

(a) Except as provided in paragraph
(b) of this section, commercial radio
operator licenses will normally be
issued for a five-year term.

(b) Restricted Radiotelephone
Operator Permits issued to persons
legally eligible for employment in the
United States will normally be issued
for a term concurrent with the lifetime of
the holder. The terms of all such -
Restricted Radiotelephone Operator
Permits issued prior to November 15,
1953, which were outstanding on that

date, were extended to encompass the
lifetimes of such operators.

3. Section 13.5 is amended by revising
paragraph (a) as follows: .

§ 13.5 Eligibility for new license.

{a) The following, if found qualified by
the Commission, may be issued

. commercial radio operator licenses:

(1) Any person legally eligible for
employment in the United States,
including all U.S. citizens, U.S.
nationals, and citizens of the Trust
Territory of the Pacific Islands.

(2) Any person, for the sole purpose of
operating aircraft radio statlons, who
holds:

(i) A valid United States pilot
certificate; or,

(ii) A foreign aircraft pilot certificate
valid in the United States, provided that
the foreign government involved has .
entered into a reciprocal agreement
under which such foreign government
does not impose any similar requirement
relating to eligibility for employment

" upon citizens of the United States:

(3) Any person who holds a Federal
Communications Commission radio
station license, for the sole purpose of
operating that station.

* * * * *

4. Section 13.11 is revised.to read as
follows:

§ ié.ﬁ Application filing procedures.

(a) Detailed information about
application forms, filing procedures and
places to file applications for
commercial radio operator licenses is
contained in the bulletin “Commercial
Radio Operator Licenses and Permits.”
This bulletin is available from any
Commission field office or from the FCC,
Washington, D.C. 20554. :

(b) Applications for commercial radio
operator licenses will be processed in
accordance with the rules and
regulations in effect on the date filed.

5. Section 13.22 is amended by
revising paragraph (g) as follows:

§ 13.22 Examination requirements.

(g) Restricted Radiotelephone
Operator Permit. No examination is
required for this permit. In lieu thereof,
each applicant will certify that he or”
she:

(1) Is legally eligible for employment
in the United States; or, if not so eligible,
holds an aircraft pilot certificate valid in
the United States or an FCC radio
station license in his or her name;

(2) Can speak and hear;

(3) Can keep, at least, a rough written
log; and,

(4) Is familiar with provisions of
applicable treaties, laws, rules, and

regulations which govern the radio
station he or she will operate.

6. Section 13.23 is revised to read as
follows:

§ 13.23 Examination procedures.

(a) Applicants, when taking
examinations for commercial radio
operator licenses, shall comply with the
examination instructions printed on the
examination booklet.

{b) Written examinations shall be in
English, except when waived under
authority delegated in § 0.314. .

(c) In the case of a blind applicant, the
examination questions may be read
orally by a person chosen by the
Commission, and the blind applicant
may answer orally. A blind applicant
wishing to.use this procedure must make
arrangements with the appropriate field
office at least two weeks prior to the
date on which the examination is
desired.

7. Section 13.28 is amended by
revising paragraphs (a) and (b) as
follows: .

§ 13.28 License renewals.

(a) Commercial radio operator
licenses issued for five year terms may
be renewed, by proper application, at
any time during the last year of the

license term or during a one-year grace

period following expiration. Expired
licenses are not valid during the grace
period.

(b) There are no service or
examination requirements for renewals

* * * * *

8. Section 13.71 is revised to read as
follows:

§ 13.71 Duplicate or replacement licenses.

(a) The holder of a commercial radio
operator license which has been lost,
mutilated, or destroyed may obtain a
duplicate license document by filing an
application, with a written explanation
as to the circumstances involved in the
loss, mutilation, or destruction of the
original license.

(b) The holder of a commercial radio
operator license whose name is legally
changed, or whose physical description
is significantly altered, may obtain a
replacement license by filing an
application with a written explanation
as to the change requested.

9. Section 13.76 is revised to read as
follows:

§ 13.76 Limitation on certaln Restricted

° Radiotelephone Operator Permits.

(a) A Restricted Radiotelephone
Operator Permit issued to an aircraft
pilot who is not legally eligible for
employment in the United States is valid
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only for operation of radio stations on
aircraft.

(b} A Restricted Radiotelephone
Operator Permit issued to a person
under the waiver provision of Section
303(1)(2) of the Communications Act of
1934, as amended, is valid only for the
operation of radio stations for which
that person is the station licensee.
|FR Doc. 82-32487 Filed 11-24-82; 8:45 am|)

BILLING CODE 6712-01-M

47 CFR Part 22

[Gen. Docket No. 80-183; RM~-2365; RM-
2750; RM-3047; RM-3068; FCC 82-503]

Public Mobile Radio Services; Allocate
Spectrum in a Certain MHz Band and
To Establish Other Rules, Policles, and
Procedures for One-Way Paging
Stations in the Domestic Public Land
Mobile Radio Service.

AGENCY: Federal Communications
Commission.

ACTION: Final Rule (Memorandum
Opinion and Order on .
Reconsideration—Part 1). ]

SUMMARY: The Commission has issued
its Memorandum Opinion and Order on
Reconsideration (Part 1) of its Report
and Order, in General Docket 80-183, 89
FCC 2d 1337, 47 FR 24557 (June 7, 1982),
which allocated 3 MHz of spectrum from
929-932 MHz for private and common
carrier one-way paging systems. The
petitions raise issues dealing with both
local, non-network (regional or
nationwide) paging. The Order pertains’
exclusively to the common carrier local,
non-network frequencies. It defers
resolution of the inter-city, network
paging issues to a subsequent Order
because those issues are more complex
and require further consideration. Need
showing requirements have been
retained for incumbent common carriers
requesting an initial 900 MHz frequency,
and a forty-mile separation criterion has
been adopted for purposes of
determining whether an applicant must
demonstrate need for an initial or
subsequent 900 MHz frequency because
we believe it will promote competition
and result in spectrum efficiéncy. In
addition, the submissions of

§ 22.115(j)(8) topographic maps and

§ 22.115 profile graphs were waived for
900 MHz common carrier paging
applications.

EFFECTIVE DATE: December 27, 1982.

FOR FURTHER INFORMATION CONTACT:
Lisa Wershaw, Common Carrier Bureau,
(202) 632-6450.

SUPPLEMENTARY INFORMATION:
List of Subjects in 47 CFR Part 22

Communications common carriers,
Mobile radio service.

Memorandum Opinion and Order on
Reconsideration (Part 1)

Adopted November 16, 1982.
Released November 16, 1982.

1. Preliminary Statement

1. We have before us informal
comments and four petitions for
reconsideration ! of our First Report and
Order (the Order) in General Docket 80~
183 2 allocating 3 MHz of spectrum 2 for
private and common carrier one-way
paging systems.* The petitions identify
four substantive issues: the necessity for
need showings by existing carriers for
initial 900 MHz frequencies; definition of
a market; network paging policies and
procedures; and Federal preemption of
state entrance, exit and rate regulations
for the network paging frequencies.® .

2. The first two issues pertain to non-
network paging, while the second two
relate exclusively to network paging.®
Our review of the petitions reveals that’
the non-network issues can be handled

-fairly easily, but the network issues will

take more time to resolve. Rather than
delay action on the non-network issues,
we have decided to treat them
separately. Therefore, this Order will
resolve only the non-network issues and
applications for those frequencies will
be accepted on December 1, 1982, as
established in our August 5, 1982,
Memorandum Opinion and Order, 47 FR
35203 (August 13, 1982). While we
anticipate expeditious resolution of the
network paging issues, it is unlikely that

! Petitions were filed by Telocator Network of
America (Telocator); Mobile Communications
Corporation of America (MCCA); Page America
Communications, Inc. (Page America); and Beep-
Beep Page, Inc. (Beep-Beep Page). Informal
comments were filed by American Telephone and
Telegraph Company (AT&T) and United Telephone
System, Inc. (UTS).

289 FCC 2d 1337, 47 FR 24557 (1982).

30One MHz (forty 25 KHz frequencies) was
allocated for private radio systems, one MHz was
put in reserve for advanced technology paging
systems and one MHz was allocated for common
carrier paging systems.

*This order pertains exclusively to the common
carrier frequencies, 931.0125-931.9875 MHz. The
Commission dealt with the private radio frequencies
in its Second Report and Order, 47 FR 39502
{September 8, 1982)..

STelocator also requested deferral of the initial
filing date for 800 MHz applications. On August 5,
1982, the filing date was extended from September 7
to December 1, 1882, Memorandum Opinion and
Order, 47 FR 35203 (August 3, 1982), therefore this
issue is moot. :

SThree of the forty 900 MHz paging channels
allocated to the Common Carrier Bureau were
designated exclusively for inter-city, “network”
(regional and nationwide) paging. The remaining
thirty seven channels will be utilized for local or
"non-network" paging.

. Commission approvai and public release

can be accomplished before the
December 1, filing date. Therefore, we
will defer the date for accepting network
applications until 30 days after the
Order addressing those issues is
published in the Federal Register.

3. As discussed below, we have
decided to retain the need showing
requirements for existing carriers, but
we will adopt a forty mile separation
criterion for purposes of determining
whether an applicant is entitled to an -
initial or subsequent one-way paging
frequency in a market without
demonstrating need. On our own
motion, we will eliminate the
submission of certain engineering data
with respect to 900 MHz applications.

I1. Discussion
A.-Need for Service :

4. We had traditionally required
common carrier applicants for one-way
paging frequencies to demonstrate a
public need for service.” In our First
Report and Order, we eliminated the
submission of need showings by
applicants for initial paging frequencies
in a market. This policy applies to all
paging frequencies, not only frequencies
in the 900 MHz band. However, to
safeguard against inefficient use of the
spectrum, we proposed to authorize no
more than a single paging frequency at a
time. We took this action in light of the
clear public need for additional one-way
paging services and the determination
that the preparation and submission of
initial public need showings were time
consuming, administratively
burdensome and unnecessary to further
the public interest.® We concluded that a
general policy in favor of new entry in
the one-way paging industry would best
serve the public interest, convenience
and necessity.

5. However, we decided to retain need
demonstrations for incumbent paging

- licensees who apply for a new or

additional frequency in a market.
Therefore, pursuant to § 22.516 of our
Rules, after authorization for one paging

"The need standards which have been applied to
applications for an initial frequency evolved
primarily out of two cases, Long Island Paging, 30
FCC 2d 405 (1971), and New York Telephone Co., 47
FCC 2d 488, recon. denied, 49 FCC 2d 264 (1974)
aff'd sub nom. Pocket Phone Broadcast Service, Inc.
v. FCC, 538 F. 2d 447 (D.C. Cir. 1978). Past
Commission practice had been to require applicants
for an initial frequency to submit a public need
survey, with demographic and commercial
information being accepted to supplement the need
survey.

1t was determined that public need showings for
one initial frequency often provoked petitions to
deny that delayed service while amendments to the
applications invariably cured any deficiencies
raised in the petitions.
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frequency in a market is obtained, a
licensee may apply for an additional ~
frequency in that market only if it
supplies a traffic load study which
demonstrates that the existing paging
facility is insufficient to meet increased
demand. :

6. We rejected commenters’
arguments that existing carriers should
have the same opportunity to enter the
900 MHz market as new carriers. We
concluded that allowing an existing
carrier a 900 MHz frequency without
demonstrating need would result in
inefficient use of the new frequencies
and would frustrate our policy

encouraging new carriers in the market

and creating a wide range of user
choices.

7. In its petition, Telocator argues and
AT&T agrees that all applicants, both
new and existing carriers in a market,
should be permitted to apply for an
initial 900 MHz paying channel without
demonstrating need. Telocator contends
that our discussion of warehousing in
the First-Report and Order, which
justifies elimination of need showings
for new entrants in a market, is an
equally compelling argument to support
eliminating need for all applicants. It
refers to the following statements in the
First Report and Order to support its
claim that allowing existing carriers in a
market an initial 900 MHz channel
without demonstrating need will not
encourage warehousing or inefficient
use of the frequencies: “warehousing is
linked to availability of frequencies; we
do not believe that entrepreneurs would
undertake application and construction
costs absent need; and we are unaware
of any warehousing to date,” 89 FCC 2d
1337, 1351 and 1352 (1982).

8. Telocator further contends that the
allocation at 900 MHz was originally
sought to enable the RCC industry, for
the first time, to provide high quality

-tone-voice service on a significant scale. -

It argues that to preclude existing
carriers from providing tone-voice
service, or to force thém to demonstrate
loading on a channel which provides
different services, is both illogical and
inconsistent with Commission policy
encouraging competition and
diversification of service offerings.

9. Moreover, Telocator argues that to
the extent our decision regarding need
rests on the assumption that the 900
MHz band is fungible with other paging
frequencies or that all types of service
offerings can be readily intermixed on a
single paging network, these
assumptions are false. Telocator states
that it is more difficult to achieve
adequate stability for simulcasting at
900 MHz than at 35 or 43 MHz (the low

band),® that noise at 900 MHz is less,
and the cost of a 900 MHz base station
transmitter is three times the cost of its
counterpart at lowband. Moreover,
Telocator claims that networks
employing simulcasting often use a
digital equalization technology which
does not pass audio signals. Therefore, .
to require licensees to intermix services
on the same network would be forcing
carriers “into a competitive mold,
whereby no carrier has the option of

" differentiating its offerings on the basis

of cost, quality of service or technical
innovation.”

10. Finally, Telocator argues that the
First Report and Order’s theory of .
competition—encouraging additional
carriers in the paging market to create a
wide range of user choices—is both
narrow and in error. It asserts that since
the paging market is already
characterized by intensive competition,
our focus on encouraging new entrants
in the paging market is misplaced. It
claims that our focus should be on
whether the licensing policies are
unnecessary or irrational obstacles to
existing carriers in a market.

11. After carefully considering these
arguments, we affirm our finding that it
is in the public interest to require
existing carriers in a market to
demonstrate need for an additional
paging frequency. There are simply not
enough frequencies available for all
carriers interested in providing one-way
paging service to allow existing carriers
another frequency without
demonstrating need. Moreover, implicit
in our decision to retain need showings
for additional channels is the finding
that there is more incentive to
warehouse additional frequencies than
initial frequencies. Therefore, our
reasons for eliminating need showings
for initial channels are not equally
applicable here. We emphasize that
existing carriers are not being denied
entry into the 900 MHz market, they are
merely being required to demonstrate
need for an additional frequency.

12. We reject Telocator's argument
that the technical and commercial
characteristics of the 800 MHz band
render it incompatible with other paging
frequency service offerings. As a
practical matter, it is technically feasible
for a carrier to intermix tone-voice and
tone-alert service or to employ
simulcasting for voice paging.'* It might

~9Gimulcasting is the transmission of information

from two or more base stations simultaneously.
'°Paging equipment is currently available which

permits tone-alert and tone-voice services on the
same frequency using simulcast. There are presently
wide area paging systems which provide this dual
service. Although some networks use digital
equalization technology which does not pass audio

be more expensive to intermix services
on a single frequency; however, it is not
technically impossible to do so, as
Telocator suggests. Further, although
Telocator argues that only the 900 MHz
band is suitable for high quality tone-
voice service, incumbent carriers have
for years had access to UHF and VHF
channels which can support high quality
tone-voice service.

13. We also reject Telocator’s
arguments regarding its theory of
competition. In light of the historic
scarcity of.paging frequencies, we
believe that competition would not be
fostered by allowing existing carriers to
obtain another frequency in a market
without demonstrating need. Although
our recent allocations in this proceeding
and in CC Docket 80-189 (lowband
channels) have alleviated the historic
shortage to some extent, the availability
of paging frequencies remains a valid
concern. Requiring need demonstrations

" is a rational and practical method of

encouraging competition, spectrum
efficiency and technological and service
innovation.

B. Definition of a Market -

14. In conjunction with its need
argument, Telocator urges us to redefine
a market for purposes of determining
whether an applicant is requesting a
new or additional frequency in an area.
As explained above, an existing carrier
must demonstrate need, i.e., that its
existing facility is insufficient to meet
increased demand, in order to obtain an
additional frequency in a market.

15. Traditionally, we have used the
“fifty percent overlap” rule to determine
whether an applicant is requesting a
new or additional frequency in an area.
If the reliable service contours or 43 dBu
contours of two transmitters licensed to
or applied for by the same carrier
overlap by fifty percent or more, both
transmitters are deemed to be serving

- the same market. Therefore, the channel

requested is treated as an additional
rather than a new channel and it must
be supported by a need demonstration.
Conversely, if the reliable service areas
do not overlap or overlap by less than
fifty percent, they are deemed to be
serving different markets and a need
demonstration for the new frequency
would not be required.

16. As stated above, the reliable
service area for one-way paging stations
is generally considered to be its 43 dBu
contour. However, in our First Report
and Order, we adopted a fixed twenty

signals, these base stations can be retrofitted to
include audio signals or replaced by a base station
which passes both audio and digital signals.
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mile radius to define the reliable service
area of a 900 MHz paging station. We
concluded that twenty miles was a
realistic, reliable standard because it is
the approximate distance that a paging
signal travels from a transmitter site.
Consequently, for purposes of
determining need, the fifty percent
overlap rule would apply to a fixed
twenty mile service contour as opposed
to the traditional 43 dBu contour.

" 17. However, in its petition, Telocator
requests that for purposes of
determining an applicant's initial
channel assignment, we define market
in terms of a Standard Metropolitan
Statistical Area (SMSA). Telocator
states further, that after the initial
channel is loaded in accordance with

§ 22.516, our analysis should revert to
the fifty percent overlap rule.
Telocator's concern is that under the
present 900 MHz rules, by judicious
spacing of transmitter sites at
approximately 20-mile intervals, the
same applicant can obtain a minimum of
three different channels to serve the
same market without having a fifty
percent overlap among the respective
service areas. It claims that the adoption
of an SMSA market concept would
essentially eliminate abuse of the fifty
percent overlap rule:

18. We recognize the potential for an
applicant to lock up several 900 MHz
frequencies in a market,
notwithstanding the fifty percent
overlap rule. We agree with Telocator
that an alternative to the fifty percent’
overlap rule should be adopted.
However, instead of defining a market
as Telocator suggests, we will eliminate
the fifty percent overlap rule with
respect to 900 MHz paging systems and
adopt a fixed forty mile separation
criterion for purposes of determining
whether a traffic load study must be
submitted to obtain an initial or ,
subsequent 800 MHz paging frequency
in an area.!' We have adopted a forty
mile separation criterion because the
reliable service area contour of a base
station is twenty miles. Consequently, if
we require base stations to be distanced
by forty miles there will not be any
overlap between the twenty mile
reliable service area contours of these
stations. Therefore, if an applicant for a
paging frequency attempts to distance
its proposed base station less than forty
miles from a previously licensed base

"' This policy should not be confused with the
fixed 70 mile separation criterion adopted for
frequency reuse purposes. To prevent interference,
we will not license different applicants on the same
frequency unless base stations are separated by 70
miles. The separation criterion discussed above,
pertains to the same applicant who wants a new
frequency in a market.

station, the applicant must demonstrate
need for the additional channel pursuant
to § 22.516 of the Rules. In addition, this
fixed mileage requirement will also
apply if a 900 MHz licensee wishes to
obtain a new or additional paging
system on another paging frequency at
35, 43, or 150 MHz.

19. We find that adoption of a forty
mile separation criterion for purposes of
determining whether an applicant is
requesting a new or additional
frequency in an area, will best serve the
public interest. This appears to be a
more effective way to eliminate the
possibility of an applicant acquiring
several 900 MHz frequencies in an area
than Telocator’s proposal. Further, it is
more easily administered than an SMSA
standard. We believe that a fixed
separation criterion is consistent with
the Commission’s desire to promote
competition among carriers and ensure
spectrum efficiency. Moreover, it will
eliminate the economic burden to the
applicant and the administrative
workload to the Commission associated
with preparing and analyzing
engineering contour studies. Finally, the
public will benefit by the Commission’s
expeditious authorization of service.

C. Technical Matters . -

20. We have decided to waive the
requirements that certain engineering
data be submitted with 900 MHz
applications. Our First Report and
Order adopted a 20 mile reliable service
area definition and a fixed 70 mile
separation criterion to determine
frequency reuse instead of relying on
interference studies. Therefore, the
topographic maps presently required by
§22.115(j)(8) and the profile graphs
required by § 22.115 of the Rules need
not be submitted with 900 MHz paging
applications. However, should the -
Commission need these maps and
graphs in the future, the applicant will
be responsible for providing them at that
time. Moreover, the maps required to be
submitted with the application should -
be U.S. Geological Survey maps with a
scale of 1:250,000 {full scale reductions
are not permitted) depicting each base
station site and its respective service
area contour. The map must also
indicate latitude and longtitude. These
maps are necessary to provide us with a
perspective of the applicant’s system
design and will enable us visually to
determine if there is overlap between .
service area contours. Notice and

"comment are not required prior to

waiver of this rule because it relates to
Commission procedure and practice. 5
U.S.C. 553(b). Because this rule is
procedural, not substantive, the

effective date provisions of the
Administrative Procedures Act, 5 U.S.C.
553(d), do not apply here.

D. Other Matters

21. Finally, we will reemphasize
several policies which were adopted in
the First Report and Order. First, the
decision to authorize one frequency at a
time applies to all paging bands, not
only 900 MHz frequencies. 89 FCC 2d
1349, 1350. Therefore, this limit is
applicable to all paging applications that
have been filed and to all paging
frequencies which will be filed after the
adoption of this Order. Further, if an
applicant files for a one-way paging
frequency when it has another paging
application pending in that market,
irrespective of the frequency band, the
Commission will treat the previously
filed paging application as being
amended by the subsequent application.
Id. at 1363-1364. The amended
application will then be considered

. newly filed and subject to applicable

cut-off procedures. 47 CFR 22.23(c)(i);
22.31. Finally, § 22.13, pertaining to
disclosure of the real party or parties in
interest, was revised in the First Report
and Order. We emphasize that this rule
applies to all common carriers engaging
in Domestic Public Land Mobile Radio
Services. Thus, it is applicable to
applicants for two-way mobile services
as well as one-way paging services. Id.
at 1353, n.29, and 1366.

II1. Conclusion

22, After careful consideration of the
issues pertaining to non-network paging,
we have decided to retain need showing
requirements for incumbent carriers in a
market, and to adopt a fixed forty mile
separation criterion td determine
whether an applicant is requesting a
new or additional channel in an area.

23. We have attempted to streamline
and simplify the regulatory procedures
for 900 MHz applications. This is -
evidenced by the elimination of
engineering contour studies for the
definition of a market, reliable service
area and frequency re-use calculations
and the elimination of public need
showings for all initial paging channels.
We believe that the procedures adopted
herein, represent the most efficient and
expeditious way to render 900 MHz non-
network paging services to the public.

IV. Ordering Clauses

24. Accordingly, it is ordered, That the
petitions for reconsideration are granted
to the extent set forth herein, and are
otherwise denied.

25. 1t is further ordered, That pursuant
to the authority found in section 154(i),

‘<
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301 and 303{r) of the Communications -
Act of 1934, as amended, Parts 2 and 22
of the Commission's Rules and
regulations are amended as specified in
Appendix A. These amendments shall
become effective 30 days after
publication of this Memorandum
Opinion and Order in the Federal
Register.

26. It is further ordered, That the
requirements of 47 CFR 22.115(j}(8) and
22.115 are hereby waived for a one-way
paging application requesting a 900 MHz
paging frequency.

27. It is further ordered, That
applications for 900 MHz network
paging frequencies will be accepted
thirty days after the-Order resolving
those issues is published in the Federal
Register.

28. It is further ordered, That
applications for 800 MHz non-network
paging frequencies will be accepted on
December 1, 1982, for an initial period of
60 days only.

(Secs. 4, 303, 48 Stat., as amended, 1066, 1082;
47 U.S.C. 154, 303)

Federal Communications Commission.
William J. Tricarico,

Secretary.

Appendix A
PART 22—[AMENDED]

47 CFR Part 22 is amended as follows:

1. 47 CFR 22.516 is amended by
revising the heading and the
introductory language as follows:

§ 22.516 Additional showing required with
application for assignment of additional
frequency or frequencies, or as otherwise
required by the Commission’s Rules.

Traffic load studies shall be required:
(1) With an application requesting the
assignment of an additional frequency
for an existing one-way signaling
station; (2) with an application
requesting the assignment of one or
more additional frequencies for an
existing two-way station; or (3) as the
Commission may otherwise prescribe. A
traffic load study shall include a
showing of the following:
* * * * *

2. Part 22 is amended by adding new
§ 22.525 to read as follows:

§22.525 One-way signaling stations.

(a) An applicant for a new one-way
signaling station may request no more
than one channel. No showing of public
need will be required of an applicant for
an initial channel regardless of the band
for which the request is made.

{(b) An applicant requesting a new 900
MHz one-way signaling station will be
deemed to be requesting additional
frequencies for its existing station if
there is less than forty miles distance
between the applicant’s existing base
station and its proposed base station.
An existing 900 MHz licensee requesting
a one-way frequency will be deemed to
be requesting an additional frequency if
its proposed base station is less than
forty miles from its existing 900 MHz
base station.

(c) An applicant for an additional
transmitter location within the service
area of its existing station, and on the
same frequency, will not be required to *
demonstrate public need for the new
facility. The applicant may not reduce
the distance between its own station
location(s) and a co-channel station
below that specified in § 22.503(c) as a
result of the addition of a new
transmitter location unless the
frequency is time-shared to avoid
interference.

(d) An applicant for an additional’
channel must demonstrate the need for
it by submitting a traffic load study
pursuant to § 22.516.

(e) An applicant filing an application
for a 900 MHz paging frequency at a
location within forty miles of a pending
one-way application, without dismissing
the previously filed pending application,
will be treated as amending the previous
application. The amended application
will be considered newly filed and
subject to the applicable cut-off

. procedures. A pending 900 MHz

application will be amended by a
subsequent application for any one-way
pagirg frequency, if the base station
location is within forty miles of the
location requested in the pending 900
MHz application. )

{f) In the cases where the pending or
newly filed applications do not involve
the 900 MHz band, an applicant
requesting a new one-way signaling
station will be deemed to be requesting
additional frequencies for its existing
station if either (1) the transmitter
location specified in the new application
is within the service area of the existing
station, or (2) there is an overlap or 50
percent or more between the service
areas of the existing and proposed
facilities.

{FR Doc. 82-32476 Filed 11-24-82; 8:45 am|
BILLING CODE 6712-01-M

DEPARTMENT OF TRANSPORTATION
Federal Highway Administration

49 CFR Part 395

[BMCS Docket No. MC-99; Amendment No.
81-6]

Driver’s Logs

AGENCY: Federal Highway
Administration (FHWA), DOT.

ACTION: Final rule.

suMMARY: The FHWA is amending the
Federal Motor Carrier Safety
Regulations (FMCSR) to reduce the
burden for drivers and motor carriers by
revising the requirements for recording a
driver's duty status, reducing the record
retention period for both the motor
carrier and the driver, and relaxing the
100-mile radius driver exemption by
increasing the consecutive hours worked
criterion from 12 to 15 hours.

EFFECTIVE DATE: January 1, 1983.

FOR FURTHER INFORMATION CONTACT:
Mr. Neill L. Thomas, Bureau of Motor
Carrier Safety, (202) 426-9767; or Mrs.
Kathleen S. Markman, Office of the
Chief Counsel, (202) 4260346, Federal
Highway Administration, Department of
Transportation, 400 Seventh Street, SW.,
Washington, D.C. 20590. Office hours

-are from 7:45 a.m. to 4:15 p.m. ET,

Monday through Friday.

SUPPLEMENTARY INFORMATION:
Information collection requirements
contained in this regulation (§ 395.8)
have been approved by the Office of
Management and Budget (OMB) under
the provisions of the Paperwork
Reduction Act of 1980 (Pub. L. 96-511)
and have been assigned OMB control
number 2125-0016.

The FHWA has determined that this
document is a major regulatory
reduction action under Executive Order
12291 and that this rulemaking action is
considered to be significant under the
DOT'’s regulatory policies and
procedures. A regulatory impact
analysis and regulatory flexibility
analysis is available for inspection in
the public docket and may be obtained
by contacting Mr. Neill Thomas of the
program office at the address specified
above. )

On February 17, 1982, the FHWA
issued a Notice of Proposed Rulemaking
(NPRM) (Docket No. MC-99; No. 82-2, 47
FR 7702, February 22, 1982) seeking
comments on a proposal to reduce the
paperwork burden for motor carriers
and drivers by eliminating the required
driver's log forms. Comments were due
by April 23, 1982.
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The driver's log has been the primary
.regulatory tool used by the Federal
government, State governments, drivers,
and commercial motor carriers to
determine a driver's compliance with
the maximum hours of service
limitations prescribed in the FMCSR.
For example, during the last six months
of 1981, the Bureau reviewed over
600,000 logs for driver and carrier
compliance with the hours of service
requirements. This included logs
checked during management audits
made at the carrier's terminals and
those checked during roadside
inspections. The information obtained
from the log is used to place drivers out
of service when they are in violation of
the maximum limitations at the time of
inspection. It is also used in determining
a motor carrier's overall safety
compliance status in controlling excess
on duty hours, a major contributory
factor in fatigue induced accidents.
Additionally, it has traditionally been
the principal document that is accepted
by the court system as evidence to
support enforcement actions for excess
hours of service violations. Many motor
carriers use the log to determine
whether a driver has available hours to
drive within the limitations set out in the
regulations. Currently, it is the only
single universally recognized instrument
available to both Government and
industry to insure compliance with the
hours of service rules. Termination of a
recordkeeping requirement, in light of
the demonstrated need for enforcement,
would be contrary to the very essence of
the safety regulatory philosophy of the
FHWA and in contradiction to the Act
under which it was promulgated.
History

In 1935, Congress enacted the Motor
Carrier Act, 49 Stat. 543, which was
designated as Part II of the Interstate
Commerce Act (IC Act). The major
objective of the Act was the
preservation and fostering of safe,
efficient and economical highway
movements in interstate commerce.

The statutory authority under which
the FMCSR are issued is contained in 49
~ U.S.C. 304, Interstate Commerce Act,
and 49 U.S.C. 1655, Department of
Transportation Act.

Section 204(a) of the IC Act provides
for the establishment of regulations
relating to the qualifications and
maximum hours of service of employees
of common and contract carriers, as
well as the safety of operations and
equipment of those carriers. In addition,
the regulations apply to the safety of
operations of private carriers of
property pursuant to Section 204(a)(3) of
the IC Act which authorizes $ubjecting

certain private motor carriers to safety
regulations “if need therefor is found.”
The Interstate Commerce Commission
(ICC) made that requisite finding in
1940. (Motor Carrier Safety
Regulations—Private Carriers, 23 M.C.C.
1 (1940), modified on reconsideration, 26
M.C.C. 205 (1940), further modified, 26

‘M.C.C. 477 (1940)). Private carriers of

property are governed by the same
safety regulations as common or
contract carriers.

The driver’s daily log was first
prescribed by the ICC in Ex Parte MC-2,
by order dated July 15, 1938, and later
modified by order issued February 8,
1939, effective January 1, 1940. The
original log contained eight separate
duty status lines plus a remarks section.
In addition, it contained the carrier
name and main office address, date,
driver’s signature, home terminal,
mileage, company accounting number,
and summary of duty hours.

In establishing the log requirement,
the ICC stated “For the enforcement of
the regulations prescribed herein and for
other purposes, we will require the
keeping of a driver’s log. This log, the
precise form of which will be defined in
a supplemental order prior to the
effective date of our regulations herein,
will bring out the essential facts
respecting the places at or between
which the driver has operated vehicles
within a 24 hour period, the length of the
on-duty period, the distribution of this
period between driving time and time
otherwise spent, and such other
information as is deemed necessary. The
log will be written up by the driver, and
he will be required to keep one copy
with him while on duty. A second copy
will be required to be filed with the
carrier-employer daily or at the end of
each trip. This copy will be retained by
such carrier in its files, subject to our
inspection or other use, for such time as
our regulations with respect to the
destruction of records, shall require.
Where, as the record shows, carriers use

- for payroll or other purposes data of a

kind required to be shown on this log,
there will be no objection to the
entering, by the driver or the carrier, of
additional information on such log.”

Effective July 1, 1952, the log was
completely revised as Form BMC 54,
prescribed by the ICC (Budget Bureau
No. 60-R253.2). The log was reduced
from 8 duty status lines to four: 1. off
duty; 2. sleeperberth; 3. driving; and 4.
on duty (not driving). Minor revisions
were made in 1965 {Budget Bureau No.
60-R253.3) to establish the log which is
used today, i.e., Form MCS-59, Driver's
Daily Log.

Since that time, several rulemaking
actions have been initiated concerning
the log requirements. For example, a one
year test program commenced April 1,
1973, in response to a petition for
rulemaking filed by the American
Trucking Associations, Inc. (ATA). The
ATA requested adoption of a form of log
which would permit 7 days of driver's
activities to be entered on a single sheet
of paper. A variety of problems were
encountered during this test program.

An Advance Notice of Proposed
Rulemaking (ANPRM), published in the
Federal Register on September 10, 1974
(39 FR 32620), proposed to permit the
use of a 7-day log accompanied by
restrictions and limitations on its
general use. The comments submitted in
response to the ANPRM indicated
concerns and problems similar to those
encountered during the test program.

As a result of the comments-filed in
response to the ANPRM and the results
of the test program, an NPRM was
published in the Federal Register on
January 22, 1976 (41 FR 3311), proposing
a 4-day log. The 4-day log was proposed
in lieu of the 7-day log to offset the
many enforcement problems that would
have arisen through the use of the 7-day
log.

In response to the aforementioned two -

~rulemaking proposals, the ANPRM (7-
day log) and the NPRM (4-day log),
another NPRM was published in the
Federal Register on April 4, 1977 (42 FR
17891), which proposed a multi-day log.
Twenty-six supporting comments
favoring the multi-day log concept were
received. There were no opposition
comments received. A final rule was
published on November 2, 1977, (42 FR
58525) implementing a multi-day log.
The final rule became effective upon
issuance. )

The multi-day log consists of two
parts. Form MCS-139 is the first part of
the multi-day log and may be used
independently as a single-day log. This
part includes information not included
on form MCS-139A, which is a
continuation portion of the multi-day
log. Motor carriers may have as many as
8 day’s logs on one sheet of paper. This
action reduced considerably the number
of sheets of paper a carrier or driver
processed if the carrier chose to use the
multi-day log as prescribed in § 395.9 of
the FMCSR.

In 1938, when the ICC prescribed a
log, relatively little criticism was

" directed against the rule. Substantially

all of the witnesses agreed that a log
was necessary insofar as over-the-road
vehicles were concerned. Since that
time, many modifications of the log have
been made when research or petitions
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provided information which warranted
such action. It has been the policy of the
FHWA to consider burden reduction
when such action does not negatively
affect safety.

On December 27, 1974, Congress
created the Commission on Federal
Paperwork (CFP) (Pub. L. 93-556). The -
CFP was established to study and
investigate statutes, policies, rules,
regulations, and information
management procedures of Federal
agencies to ascertain changes necessary
to reduce paperwork burden on the
- public and/or industry. The legislation
" further directed the CFP to identify

specific paperwork problems and
initiate actions with responsible Federal
agencies to achieve immediate solutions
where possible.

In 1976, during the course of its
studies, the CFP pinpointed the driver’s
logs as excessively burdensome. The
CFP recommended that the FHWA
discontinue the log and that an alternate
monitoring system be devised to attain
compliance with the hours of service
regulations. Because the FHWA was
already considering the use of multi-day

. logs at the time of the recommendation,
no additional rulemaking was initiated
in response to the CFP's
recommendation.

When the CFP was dissolved, the
implementation of its recommendations
was assigned to the OMB. The OMB
has, since that time, received further
authority to oversee regulatory actions,
past and present, to assure that :
unnecessary or particularly burdensome
requirements are alleviated. The
statutory authority for this function is
found in the Paperwork Reduction Act
of 1980, Pub. L. 96-511. Additional
authority is contained in Executive
Order 12291, dated February 17, 1981.
Further attention has been given to the
matter of regulatory burden on small
business in the Regulatory Flexibility
Act of 1980, Pub. L. 96-354.

The driver's log has existed with OMB
{formerly the Bureau of Budget)
approval for at least 30 years. However,
in light of the CFP recommendations and

. the other cited authority, the OMB
renewed its approval of the forms
pending completion of a research study,

" entitled “Alternate Methods of
Regulating Commercial Motor Vehicle
Drivers' Hours of Service,” Chilton Co.,
Contract No. DOT-FH-11-9414, and
subsequent rulemaking action based on
the findings of the study. The study was
completed in February 1982. Authority
for the use of the present logs has been
extended until January 1, 1983.

Test Program

Although the preliminary results of
the test program indicated that the
modified trip report appeared to be an
acceptable alternative to the driver's
log, there is a distinct unavoidable bias
in the final test program results. The
drivers in the program were all
employed by fleets whose managements
were initially receptive to
experimentation with the alternate
concepts. Having made such a decision,
these managements, it could be argued,
had a vested interest in making the
program work. Management reactions to
the alternatives were almost universally
enthusiastic for the modified trip report,
but ranged from enthusiastic to negative
for the tachograph chart. In both cases,
there appeared to be little or no increase
in administrative costs while supportive
evidence, particularly in the larger
fleets, did surface to suggest that an
administrative cost reduction does
result with the use of modified trip
reports.

Although there were a number of
problems enumerated and discussed
throughout the final report of the test
program {Alternative Methods of
Regulating Commercial Motor Vehicle
Driver's Hours of Service, Final Report,
February 1982, Chilton Company,
Radnor, Pennsylvania), the contractor
noted one exception in the report which
it felt should be addressed in future
regulatory action—that of multiple
employers. One carrier withdrew from
the program due to the refusal of
interlining motor carriers to accept, in
this case, the tachograph chart in lieu of
the log and the drivers’ objections to
maintaining both duty status reports.
The report stated that the regulations
must stress that “there can be only one
official logging record on any given day
and that record must contain all hours of
service activity for all employers and
that each employer must receive the
same identical copy of the driver’s total
hours of service activity.”

The final rule set forth hereafter will
eliminate most of the problems
encountered during the test program.

Current Rulemaking Action

Approximately 1,300 comments were
received in response to the NPRM of
February 17, 1982, from a wide variety of
respondents as shown below:

1. State regulatory agencies.

2. Trucking associations.

3. Private carriers.

4. Drivers.

5. Driver associations.

6. Union representatives.

7. Transportation groups.

8 Owner operators.

9. Hazardous materials carriers.

10. Bus associations.

11. Other interested parties.

These commenters addressed the
proposed changes to the driver's log as
well as a proposal concerning the
present 100-mile radius driver
exemption. The 100-mile radius driver
exemption proposal was a response to
petitions filed by the Private Truck
Council of America, Inc. (PTCA), and .
the Continental Group, Inc., of Chicago,
Illinois. The specifics of this proposal
are addressed in detail later in this
document.

Assessment of Comments

Supportive (No Log Requirement;
Relaxation of Present Rules)

Approximately 80 of the comments
received supported the proposed rules.
This group of commenters was
composed primarily of national
associations representing motor carriérs
and intercity bus operators, as well as
associations representing owner-
operators. There were many supporting
comments offered by individual motor
carriers and individual owner-operators.

The comments ranged from those
advocating complete abolition of all
recordkeeping requirements to those
urging only a slight relaxation of the
present rule. For example, the Owner-
Operators Independent Driver’s
Association of America “strongly
supports elimination of the daily log as a
pernicious regulation, unenforceable or
“Inconsistently enforced, an invasion of
privacy, a method of driver harassment,
used to enforce ancillary regulations,
often used as a strategy or method of
withholding payment, and a means for
carriers to enforce internal work rules.”
It goes on to say that the logs create a
burden on owner-operators since State
and local jurisdictions increase their
revenues through fines for log violations.
It estimates that 4 to 6 hours per week
are spent filling in the log book
correctly. It recommended a check-in,
check-out system be used in place of the
log. -

Approximately 70 of the comments
received in support of a rule change
were from owner-operators and other
drivers who urged the complete
elimination of the logs as well as any
other recordkeeping requirement. Those
comments were based on the belief that
maintenance of the logs is too costly
during this current economic recession,
as well as the belief that truckers realize
when they need to stop for rest based on
common sense. No evidence was
submitted to support these contentions.
Many of these commenters urged the
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elimination of the hours of service rules
also, which is a matter beyond the scope
of this rulemaking action.

Other commenters, such as the United
Parcel Service (UPS) and the American
Bus Association (ABA), favor the
elimination of the log requirements,
particularly for regular route drivers.
The UPS stated that the logs duplicate
its own records which contain
information required to monitor hours of
service. It explained that time cards
serve the same purpose as the logs for
drivers who operate vehicles between
fixed locations on a repetitive basis. The
ABA shares this belief because, it says,
bus companies establish trip schedules
which are in compliance with the hours
of service rules, and thus driver's hours
of service are controlled with a view
toward safety of bus operations. The
ABA comments, which were supported
by comments of Greyhound, do express
support, however, of recordkeeping
requirements for spare drivers.

Other commenters advocated-action-
less extreme than the total elimination
of the logs. Also, their comments more
closely addressed that which was
proposed in the NPRM. The American
Trucking Associations, Inc. (ATA)
comments were typical of the majority
of comments received supporting the
proposal. The ATA recommends that, in
addition to allowing optional forms for
the recording of time, certain
information should be deleted from the
forms. The items recommended for
deletion were:

1. The company name and address
(optional).

2. Driver’'s.home terminal.

3. Location of intermittent change of
duty status.

4. Shipping document information.

5. Off-duty time.

The Common Carrier Conference of
the ATA also requested that four
informational items be eliminated:

1. Driver off-duty time. _

2. Location of each change of duty
status.

3. On-duty driving and on-duty not
driving time.

4. Carrier’'s home terminal address.

Many of the other commenters
supporting the proposal to allow
alternate forms did so with the condition
that the hours of service rules continue
to be strictly enforced. Some
commenters, such as the National Tank
Truck Carriers, Inc., urged even stricter
enforcement than that which presently
exists.

Opposed (to Log Elimination)

The continued use of the driver's log
was supported by a large majority of
commenters. Approximately 1,200

comments received were in opposition
to the proposed rule change with
expressed concerns focusing primarily
on the potential for unnecessary
confusion among law enforcement,
regulatory and industry personnel.
Twenty-seven State regulatory agencies
from 23 States submitted comments in
total support of the retention of the
current driver’s log, with only minor
exceptions. These exceptions, which
were put forth by several State agencies,
indicated that trip reports may be
acceptable provided the forms were
uniform and the information necessary
for enforcement purposes is specified to
be contained therein.

The need for uniformity was a
concern expressed by the States,
carriers, drivers, individuals and
national organizations such as the
International Brotherhood of Teamsters
(IBT), the Professional Drivers Council
of Teamsters for a Democratic Union
(PROD), and the Commercial Vehicle

. Safety. Alliance (CVSA). The CVSA, for

example, stated that the current log
provides uniformity because it is
universally understood by both law
enforcement personnel, and the
regulated industry, and is accepted by
the courts. The CVSA also believes that
any benefits gained by reducing the
recordkeeping requirement at the
Federal level would be more than offset
by different or unique requirements -
promulgated by each of the States. It
was also frequently pointed out that a
multitude of dissimilar recordkeeping
forms and techniques for enforcement
personnel to become familiar with
would be costly in terms of both time
and money for enforcement agencies as
well as the motor carriers. PROD, in its
comments, expressed the belief that the
acceptance of many forms will actually
escalate enforcement costs due to the

effort required in obtaining information

from dissimilar forms. The PROD goes
on to say that the proposal fails to
promote, and would actually undermine,
the objectives of the Paperwork
Reduction Act. Another commenter
continues along these lines by saying
that the paperwork burden would only
be shuffled from the carrier onto the .
drivers and enforcement personnel by
allowing many different types of forms.
The IBT urges the FHWA to drop the
entire rulemaking action based on the
following rationale. It states its belief
that the elimination of the log
requirement will drastically weaken
efforts to enforce the hours of service
rules. It further states that the proposed
rules would allow documentation
through production and retention of a
series of detached records with the
possibility of lost, misplaced or

destroyed records increasing w1th each
document created.

A motor carrier Vice President, in
opposing the proposed rule change,
stated “I would hope that the Federal
Government would not, in this case, let
the Federal regulations descend to the
State level for control. I feel we would
be in the same mess we are faced with
on permits. Every State would have their
own formula for writing the laws and
enforcing them. Let us stay at the
Federal level and keep one set of laws.”

Responses to a survey of owner-
operators conducted by the Trucker’s
Action Conference, Baltimore,
Maryland, indicated almost total
opposition to replacing the exisiting log
book with another timekeeping record.
Results of the survey show, according to
the Conference, that the log is easily
updated during the time a driver spends
waiting for meals to be served, engine
warm-up and cool-down, on coffee
breaks, etc. As a result of the survey, the

‘Conference hastaken the position that

the log book controversy is largely a
smoke screen. “The log book,” to states,
“serves its purpose to a degree, which is
to protect the driver and the public from
abuse. It makes carriers and drivers use
caution in exceeding the regulations.”

Additional Comments

Several commenters requested
permission to use terminal codes to
indicate the points at which the driver
begins and ends a tour of duty. There is
no objection to a motor carrier using its
own terminal codes on the driver’s time
records in addition to-the information
required on driver’s records of duty
status.

It has been requested that a section be
included authorizing the FHWA's
Associate Regional Administrator for
Motor Carrier Safety to approve
innovative time control systems which
do not meet the requirements of the
driver’s duty status record. There are
procedures for filing petitions for
changes in the regulations (49 CFR Part
389). Any deviation from the
requirements as set forth in the FMCSR
must be handled through approprmte
rulemaking action.

The proposed use of the recordmg
tachograph met with a great deal of
opposition. The California Highway
Patrol, for example, addressed the issue -
in its comments by stating that the
modified tachograph {when legible)

. would be satisfactory for after-the-fact

inspections, but less than adequate for
on-highway enforcement, which is
considered to be of prime importance.
The CVSA also commented on the
problems associated with the use of
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tachographs such as the variations in
style and type of charts and that
modifications render the charts illegible.
It also pointed out that the use of such a
mechanical recorder is subject to
breakdown and is far from being tamper
proof when unlocked and inaccessible
.when locked. The comments of the
CVSA were endorsed by many of the
States who commented. The National
Conference of State Transportation
Specialists presented similar arguments.
It contends that the use of tachographs -
overlooks the fact that safety
enforcement is done on the highway and
not at the carrier's terminal. The
enforcement by the States is for the
purpose of removing the unsafe driver
from the highway and is not predicated
‘on after-the-fact investigation. Another
issue in the discussion of tachographs is
the fact that the admissibility of the
tachograph chart as evidence in court is
suspect.

Discussion
Record Format

It is conceivable that the paperwork
burden will increase if the various
States adopt differing recordkeeping
requirements. The situation could
worsen if some States refused to accept
records prescribed by other States. A
Federal standard is needed to regulate a
diverse national industry that operates
its vehicles into and through all States.
The safety of the traveling public must
not be compromised by weakening a
national enforcement capability solely
for the purpose of reducing paperwork
burden.

On the other hand, the arguments
presented by those commenters urging
the use of alternate forms which meet
the needs of each company have a great
deal of merit. These commenters
contend that this course of action would
preserve the national hours of service
enforcement capability and, at the same
time, permit an easing of the paperwork
burden for many carriers and drivers.

Having considered all comments, both
pro and con, it has been decided that
each motor carrier may use the
recordkeeping form of its choice
provided that the required information
and the required graph grid (see
illustrations in paragraph (g) of the final
rule) appear on that form. The presence
of a standard grid on the carrier’s form
will result in universal recognition of
any document tendered as an official
hours of service record, thus overcoming
most objections to the complete
elimination of a standardized form
requirement. This does not preclude the
continued use of the daily log or the
multi-day log if a motor carrier so

chooses. All “divided record” approvals
now in effect for the driver's daily log or
multi-day log do not have to be
resubmitted for approval if the carrier
elects to use its own driver’s record of
duty status.

The decision to require the use of the
graph grid instead of other systems
tested and subsequently proposed in the
NPRM is based on the convincing
arguments presented by the large
majority of commenters who stressed
their desire for universal uniformity.
While this rule offers broad relief by
allowing substantial freedom of design
for the recordkeeping format, the use of
alternate grids cannot be justified
considering the large number of
commenters dramatically opposed to
such a change. )

Another consideration that led to this
decision was the results of the test
program. Even though the preliminary
results indicated that the modified trip
report appeared to be an acceptable
alternative to the driver’s log, the final
report revealed some difficulties with

the alternatives tested. The difficulties

encountered were not insurmountable,
but did lend added weight to the
arguments urging a universally
acceptable and recognizable duty status
record.

The decision to allow the use of any
form chosen by a motor carrier was
based in part on the results of the test
program. Those results indicated that
the use of a duty status record, when
incorporated into any motor carrier
form, presented no serious problems for
the motor carriers, drivers, or
enforcement personnel jnvolved in the
test program. It is believed, after due
consideration of the comments to the
docket and the results of the test
program, that the graph grid (used either
vertically or horizontally to fit the needs
of the motor carrier) will provide
substantial relief without jeopardizing °
uniformity and thus, the enforcement
capability about which a large majority
of commenters expressed concern.

The tachograph was one of the
alternate methods used in the test
program. The test program results
indicate that thére are some problems
associated with the tachograph similar
to those mentioned above, such as the
potential for mechanical breakdowns.

The arguments provided against the
use of the tachographs, the potential
enforcement problems associated with
it, and the problems encountered in the
test program are justification enough for
the FHWA to no longer consider the
tachograph as a viable option for
recordkeeping. )

Record Retention

In response to many comments
requesting reduction in the retention
period for logs, it has been determined
that the retention time presently
required of motor carriers and drivers
for the logs is longer than is absolutely
necessary. Safety of operations or
enforcement efforts will not be
adversely affected if the retention
requirement is reduced from 12 months
to 6 months for carriers and from 30
days to 8 days for drivers. The rule is
being changed to reflect this shorter
retention requirement.

Data Elements

It has also been determined that
certain information currently required
on the log may be unnecessary for
enforcement purposes. For that reason
the following items will no longer be
required:

1. Total mileage today.

2. Name of co-driver.

3. Home terminal address.

4. Total hours {as found at far right
edge of grid).

5. Shipping document number(s), or
name of shipper and commodity.

6. Origin.

7. Destination or turnaround point.

" One other change to the
recordkeeping format is that of the
beginning time itself. The time record
may commence at any time and will .
record a 24-hour period of time.
Presently, motor carriers are allowed to
use midnight to midnight or noon to
noon time bases. This rule will allow a
motor carrier to commence the time
base as it so chooses. However, the
commencement time used must be
constant within each terminal of the
motor carrier’s operation.

In view of the support for continuing
the use of the driver's log, it is apparent
that a fairly uniform method of
recordkeeping is necessary to ensure
continued compliance with the hours of
service regulations. The FHWA's
concern for such uniformity has not
been compromised in this effort to
reduce the regulatory burden associated
with the requirement.

The alternate methods allowed herein
permit motor carriers to choose between
the driver’s log-and recordkeeping
documents that are an integral part of
the company’s operations. Those
carriers who choose to combine
company information with the required
graph grid and essential data elements,
can now consolidate all of the
information onto one piece of paper.
Additionally, the information now
required on the recordkeeping form has
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been reduced from 16 data elements to
eight. Many company reports, such as
trip reports, already contain most of
these data elements. These deletions are
expected to reduce driver preparation
time by approximately 50 percent
without affecting the enforcement
capability.

Burden Reduction

Based on projected costs and burden
hours involved in the preparation of the
driver’s duty status record, combined
with the filing and retention time, it is
estimated that a burden reduction of
11.2 million hours and a dollar savings
of $164.1 million will result from this
rulemaking action. This represents a 54.2
percent burden hour reduction in the
recordkeeping requirements and a 56.0
percent reduction in associated costs.

Many company trip reports already
contain most of the data items being
required by the final rule and would -
continue to be included by the
companies even if there were no Federal
requirement. The preparation burden
should, therefore, be further reduced to
only include, in most instances, the time
involved in completing the graph grid.

‘Alternatives

This rule provides motor carriers with
five alternatives for controlling a
driver’s hours of service. The five
alternatives are as follows:

1. Daily log (as is or modified);

2. Multi-day log (as is or modified);

3. Graph grid (vertical), combined
with a company record; .

4. Graph grid {horizontal), combined
with a company record; or

5. Graph grid, combined with only
eight required data elements.

Exemption to Record of Duty Status
Preparation

The NPRM proposed to increase, from
12 consecutive hours to 15 consecutive
hours, the number of hours a driver may
be on duty under the present 100-mile
radius driver exemption. This proposal
was in response to petitions filed by
PTCA, and the Continental Group, Inc.,
of Chicago, Illinois, in which they
requested that the 50-mile radius driver
exemption be restored as an option.

The petitioners contended that many
drivers previously exempt from the log
requirement are now required to prepare
logs due to the 12-hour limitation. The
petitioners pointed out that many
companies engaged in such businesses
as container manufacturing,
merchandise packaging, home heating
oil delivery, farm fertilizer delivery and
retail services experience a seasonal
need which clearly necessitates the 15-

hour on-duty time limit in order to
reduce the paperwork burden.

Expanding the 50-mile radius driver
exemption-to 100 miles did create the
situation described by the petitioners.
The creation of such a situation was not
intended. Rather than reestablish a
separate 50-mile radius driver
exemption, it was proposed that the
current 100-mile radius driver exemption
rule be revised to permit drivers to be on
duty for 15 consecutive hours and not be
required to prepare the driver’s duty
status record.

A large majority of commenters
responding to the proposal supported
the proposed change. Some commenters,
however, such as the IBT and PROD,
expressed opposition to the proposal
because of the fear that drivers
operating under this exemption may be
required to drive in excess of the current
10-hour allowance without preparing the
necessary paperwork to determine if
violations were committed.

The decision to increase the on-duty
time to 15 consecutive hours for drivers
operating within the 100 air-mile radius
of the work reporting location does not
negate the 10 hour driving time rule.
Under this exemption a driver may not
drive more than 10 hours following 8
consecutive hours off duty, nor drive
after being on duty 15 consecutive
hours. While the log exemption would
make violating more difficult to detect,
we believe that investigative techniques
will allow adequate enforcement of the
regulation. If experience shows this is
not the case, appropriate rulemaking
action will be initiated.

Further, any time a driver leaves the
exempt area, or is on duty more than 15

" consecutive hours, a record of the

driver’s duty status must be prepared for
that day by the driver. Under this
provision, there is no limitation on the
number of times the driver may operate
beyond the 100 air-mile radius or be on
duty in excess of 15 consecutive hours in
a nondriving capacity.

Conforniing Changes

Conforming changes are being made
in § 395.2, Definitions, and § 395.13,
Drivers declared out of service, to make
these sections compatible with the new
rule. In addition, § 395.9, Driver's multi-
day log, is being rescinded because the
provisions contained therein have been
incorporated into the revised rule.

Another conforming change being
made is.the elimination of the
exemption that provided for the use of
Canadian forms by Canadian motor
carriers operating into the United States.
Since there will be no prescribed
Canadian log form in the future, there is
no need for an exemption. Any form

used, including forms used by Canadian
motor carriers, must conform to the
requirements for the driver’s record of
duty status issued herein. Continued use
of the previously prescribed Canadian
log form is allowed as is the current
daily log and multi-day log.

Summary

In view of the overwhelming number
of comments received urging retention
of the current driver’s log requirement, it
is evident that rulemaking on this issue
must consider the need for uniformity in
recordkeeping as a critical and primary
consideration. In addition, because a
substantial number of commenters
expressed support of the proposal, and
considering the results of the test
program, it is apparent that some of the
burden imposed by the existing log
requirement can be eliminated without
jeopardizing safety of operations.

The final rule differs from the
proposed rule in that it specifies that a
uniform grid must be used in
conjunction with any form a motor
carrier uses, while at the same time
permitting the continued use of the
current driver’s daily log or multi-day
log. By doing so, uniformity has not been
compromised. Further, the relaxation of
this rule will allow for a substantial
reduction of paperwork burden on the
industry while not affecting the ability
of Federal and State enforcement
personnel to audit a carrier’s or driver's
compliance with the regulations.

Actual cost reductions were reported
by several fleets that participated in the
test program. Those cost savings
resulted from the elimination of
collecting, processing, auditing, and
filing of the log as a separate document.
In some cases, such advantages as
improved quality and quantity of hours
of service compliance auditing was
achievable by taking advantage of the
savings in administrative time.

This rule represents a compromise of
well-stated positions, both pro and con,
with the concerns of both factions
having been weighed and given full and
serious consideration. In addition, the
test program has provided the needed
evidence that the implementation of this
rule does not present a safety hazard to
the industry, its drivers, or the public.

In accordance with the provisions of
Executive Order 12291, in promulgating
this rule the FHWA has determined that
(a) the rule is clearly within the
authority delegated by law and
consistent with congressional intent,
and. (b) the factual conclusions upon
which the rule is based have substantial
support in the agency record, viewed as
a whole, with full attention to public
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comments in general and the comments
of persons directly affected by the rule
in particular.

List of Subjects in 49 CFR Part 395

Motor carriers—drivers hours of
service, reporting and recordkeeping
requirements.

In consideration of the foregoing, Title
49, Code of Federal Regulations, Subtitle
B, Chapter III, Part 395 is amended as
set forth below.

PART 395—HOURS OF SERVICE OF
DRIVERS

1. Amend § 395.2 by revising
paragraph (c), {d) and (e) and by adding
a new paragraph (j) to read as follows:

§ 395.2 Definitions.
* * * * *

(c) Seven consecutive days. The term
“7 consecutive days” means the period
of 7 consecutive days beginning on any
day at the time designated by the motor
" carrierfor a 24-hour period.

(d) Eight consecutive days. The term
“8 consecutive days” means the period
of 8 consecutive days beginning on any
day at the time designated by the motor
carrier for a 24-hour period.

‘(e) Twenty-four hour period. The term
“24-hour period” means any 24
consecutive hour period beginning at the
time designated by the motor carrier for
the terminal from which the driver is
normally dispatched. )

* * * * *

kN

(§) Principal place of business or main
office address. The principal place of
business or main office address is the
geographic location designated by the
motor carrier where the records required
to be maintained by this part will be
made available for inspection.

2. Section 395.8 is revised in its
entirety to'read as follows:

§ 395.8 Driver’'s record of duty status

. (Approved by the Office of Management
and Budget under OMB Control number
2125-0016).

(a) Every motor carrier shall require
every driver used by the motor carrier to
record his/her duty status, in duplicate,
for each 24-hour period. Every driver
who operates a motor vehicle shall
record his/her duty status, in duplicate,
for each 24-hour period. The duty status
time shall be recorded on a specified
grid, as shown in paragraph (g) of this
section. The grid and the requirements
of paragraph {d) of this section may be
combined with any company forms. The
previously approved format of the Daily

Log, Form MCS-59 or the Multi-day Log,
MCS-139 and MCS-139A, which meets
the requirements of this paragraph, may
continue to be used.

(b) The duty status shall be recorded
as follows:

(1) “Off duty” or "OFF.”

(2) “Sleeper berth” or “SB" (only if a
sleeper berth used).

(3) “Driving" or “D."

(4) On-duty not driving” or “ON.”

(c) For each change of duty status
(e.g.. the place of reporting for work,
starting to drive, on-duty not driving and
where released from work), the name of
the city, town, or village, with State
abbreviation, shall be recorded.

Note.—If a change of duty status occurs at
a location other than a city, town, or village,
show one of the following: (1) The highway
number and nearest milepost followed by the
name of the nearest city, town, or village and
State abbreviation, (2) the highway number
and the name of the service plaza followed
by the name of the nearest city, town, or
village and State abbreviation, or (3) the
highway numbers of the nearest two
intersecting roadways followed by the name
of the nerest city, town, or village and State
abbreviation.

(d) The following information must be
included on the form in addition to the
grid:

(1) Date;

(2) Total miles driving today;

(3) Truck or tractor number;

(4) Name of carrier;

(5) Driver’s signature/certification;
and .
(6) 24-hour period starting time (e.g.,
midnight, 8:00 a.m., noon, 3:00 p.m.); and

(7) Main office address.

(8) Remarks.

(e) Failure to complete the record of
duty activities, failure to preserve a
record of such duty activities, or making
of false reports in connection with such
duty activities as prescribed herein shall

.make the driver and/or the carrier liable

to prosecution. :

(f) The driver's activities shall be
recorded in accordance with the
following provisions:

(1) Entries to be current. Drivers shall
keep their record of duty status current
to the time shown for the last change of
duty status.

(2) Entries made by driver only. All
entries relating to driver’s duty status
must be legible and in the driver’s own
handwriting.

(3) Date. The month, day and year for
the beginning of each 24-hour period

. shall be shown on the form containing
the driver's duty status record.

(4) Total mileage driven. Total
mileage driven during the 24-hour period
shall be recorded on the form containing
the driver’s duty status record.

(5) Vehicle identification. The
carrier's vehicle number or State and
license number of each truck or tractor
unit operated during that 24-hour period
shall be shown on the form containing
the driver’s duty status record.

(8) Name of carrier. The name(s} of
the motor carrier(s) for which work is
performed shall be shown on the form
containing the driver’s duty status
record. When work is performed for
more than one motor carrier during the
same 24-hour period, the beginning and
finishing time, showing a.m. or p.m.,
worked for each carrier shall be shown
after each carrier name. Drivers of
leased vehicles shall show the name of
the motor carrier performing the
transportation.’

(7) Signature/certification. The driver
shall certify to the correctness of all
entries by signing the form containing
the driver’s duty status record with his/
her legal name or name of record. The
driver’s signature certifies that all
entries required by this section made by
the driver are true and correct.

(8) Time base to be used. (i) The
driver's duty status record shall be
prepared, maintained, and submitted
using the time standard in effect at the
driver's home terminal, for a 24-hour
period beginning with the time specified
by the motor carrier for that driver’s
home terminal.

(ii) The term “7 or 8 consecutive days”

- means the 7 or 8 consecutive 24-hour

periods as designated by the carrier for
the driver’s home terminal.

(iii) The 24-hour period starting time
must be identified on the driver's duty
status record. One-hour increments must
appear on the graph, be identified, and
preprinted. The words “Midnight” and
“Noon" must appear above or beside the
appropriate one-hour increment.

(9) Main office address. The motor
carrier's main office address shall be
shown on the form containing the
driver's duty status record.

(10) Recording days off duty. Two or
more consecutive 24-hour periods off
duty may be recorded on one duty
status record. .

(g) Graph grid. The following graph
grid must be incorporated into a motor
carrier recordkeeping system which
must also contain the information
required in paragraph (d) of this section.
BILLING CODE 4910-22-M
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(h) Graph Grid Preparation. The graph
grid may be used horizontally or
vertically and shall be completed as
follows:

(1) Off duty. Except for time spent

‘resting in a sleeper berth, a continuous
line shall be drawn between the
appropriate time markers to record the
period(s) of time when the driver is not
on duty, is not required to be in
readiness to work, or is not under any
responsibility for performing work.

(2) Sleeper berth. A continuous line
shall be drawn between the appropriate
time markers to record the period(s) of-
time off duty resting in a sleeper berth,
as defined in § 395.2(g). (If a non-sleeper
berth operation, sleeper berth need not
be shown on the grid.)

(3) Driving. A continuous line shall be
drawn between the appropriate time
markers to record the period(s) of time
on duty driving a motor vehicle, as
defined in § 395.2(b).

(4) On duty not driving. A continuous
line shall be drawn between the
appropriate time markers to record the
period(s) of time on duty not driving
specified in § 395.2(a).

(5) Location—Remarks. The name of
the city, town, or village, with State
abbreviation where each change of duty
status occurs shall be recorded.

Note.—If a change of duty status occurs at
a location other than a city, town, or village,
show one of the following: (1) The highway
number and nearest milepost followed by the
name of the nearest city, town, or village and
State abbreviation, (2) the highway number
and the name of the service plaza followed
by the name of the nearest city, town, or
village and State abbreviation, or (3) the
highway numbers of the nearest two
intersecting roadways followed by the name
of the nearest city, town, or village and State
abbreviation.

(i) Filing driver’s record of duty
status. The driver shall submit or
forward by mail the original driver's
record of duty status to the regular
employing motor carrier within 13 days
following the completion of the form:

(i) Drivers used by more than one
motor carrier. (1) When the services of a
driver are used by more than one motor
carrier during any 24-hour period in
effect at the driver's home terminal, the
driver shall submit a copy of the record
of duty status to each motor carrier. The
record shall include:

(i} All duty time for the entire 24-hour
period; .

(ii}) The name of each motor carrier
served by the driver during that perlod
and

(iii} The beginning and finishing time,
including a.m. or p.m., worked for each
carrier.

{2) Motor carriers, when using a driver
for the first time or intermittently, shall
obtain from the driver a signed
statement giving the total time on duty
during the immediately preceding 7 days
and the time at which the driver was
last relieved from duty prior to
beginning work for the motor carriers.

(k) Retention of driver’s record of duty
status. (1) Driver's records of duty status
for each calendar month may be
retained at the driver's home terminal
until the 20th day of the succeeding

_calendar month. Such records shall then

be forwarded to the carrier's principal
place of business where they shall be
retained with all supporting documents
for a period of 6 months from date of
receipt.

(2) Exception. Upon written request
to, and with the approval of, the
Associate Regional Administrator for

Motor Carrier Safety for the region in
which the motor carrier has its principal
place of business, a motor carrier may
forward and maintain such records at a
regional or terminal office. The
addresses and jurisdictions of the
Associate Regional Administrator's
offices are shown in § 390.40 of this
subchapter.

(3} The driver shall retain a copy of
each record of duty status for the
previous 7 consecutive days which shall
be in his/her possession and available
for inspection while on duty.

Note.—Driver’s record of duty status.

The graph grid, when incorporated as part
of any form used by a motor carrier, must be
of sufficient size to be legible.

The following executed specimen grid
illustrates how a driver's duty status should
be recorded for a trip from Richmond,
Virginia, to Newark, New Jersey. The grid
reflects the midnight to midnight 24 hour
period.
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Graph Grid (Midnight to Midnight Operation)

The driver in this instance reported for
duty at the motor carrier’s terminal. The
driver reported for work at 6 a.m., helped
load, checked with dispatch, made a pretrip
inspection, and performed other duties until
7:30 a.m. when the driver began driving. At9
a.m. the driver had a minor accident in
Fredericksburg, Virginia, and spent one half
hour handling details with the local police.
The driver arrived at the company's
Baltimore, Maryland, terminal at noon and
went to lunch while minor repairs were made
to the tractor. At 1 p.m. the driver resumed
the trip and made a delivery in Philadelphia,
Pennsylvania, between 3 p.m. and 3:30 p.m. at
which time the driver started driving again,
Upon arrival at Cherry Hill, New Jersey, at 4
p.m., the driver entered the sleeper berth for a
rest break until 5:45 p.m. at which time the
driver resumed driving again. At 7 p.m. the
driver arrived at the company'’s terminal in

Newark, New Jersey. Between 7 p.m. and 8

p.m. the driver prepared the required
paperwork including completing the driver's
record of duty status, vehicle condition
report, insurance report for the
Fredericksburg, Virginia accident, checked
for the next day's dispatch, etc. At 8 p.m., the
driver went off duty.

() Exemptions.—(1) 100 air-mile
radius driver. A driver is exempt from
the requirements of this section if:

(i) The driver operates within a 100
air-mile radius of the normal work
reporting location;

(ii) The driver, except a driver
salesperson, returns to the work

‘reporting location and is released from

work within 15 consecutive hours;

(iii) The driver had 8 consecutive
hours off duty prior to reporting for duty;

(iv) The driver does not exceed 10
hours maximum driving time following 8
consecutive hours off duty;

(v) The motor carrier that employs the
driver maintains and retains for a period
of 6 months accurate and true time
records showing:

(A) The time the driver reports for
duty each day;

(B) The total number of hours the
driver is on duty each day;

(C) The time the driver is released
from duty each day; and

(D) The total time for the preceding 7
days in accordance with paragraph (i) of
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this section for drivers used for the first
time intermittently.

(2) Drivers of lightweight vehicles.
The rules in this section,do not apply to
a driver of a lightweight vehicle as,
defined in § 390.17.

(3) Drivers operating in Hawaili. The
rules in this section do not apply to a
driver who drives a motor vehicle in the
State of Hawaii, if the motor carrier who
employs the driver maintains and
retains for a period of 6 months accurate
and true records showing—

(i) The total number of hours the_
driver is on duty each day; and

(ii) The time at which the driver,
reports for, and is released from, duty
each day.

§395.9 [Removed and reserved]

3. Section 395.9 is removed and the
section number is reserved.

4. Amend § 395.13 by revising
paragraphs (b), (c), and (d}(1) and (2) to
read as follows:

§395.13 Drivers declared out of service.

* * * * *

(b) Out of service criteria. (1) No
driver shall drive after being on duty in
excess of the maximum periods
permitted by this part.

(2) No driver required to maintain a
record of duty status under § 395.8 shall
fail to have a record of duty status
current on the day of examination and
for the prior 7 consecutive days.

(3) Exception. A driver failing only to
have possession of a record of duty
status current on the day of examination
and the prior day, but has completed
records of duty status up to that time
(previous 6 days), will be given the
opportunity to make the duty status
record current.

(c) Responsibilities of motor carriers.
(1) No motor carrier shall:

(i) Require or permit a driver who has
been declared out of service to operate a
motor vehicle until that driver may
lawfully do under the rules in this part.

(ii) Require a driver who has been
declared out of service for failure to
prepare a record of duty status to
operate a motor vehicle until that driver
has been off duty for 8 consecutive
hours and is in compliance with this
section. The consecutive 8 hour off-duty
period may include sleeper berth time.

(2) A motor carrier shall complete the
“Motor Carrier Certification of Action
Taken” portion of the form MCS-63
(Driver-Vehicle Examination Report)
and deliver the copy of the form either
personally or by mail to the Associate
Regional Administrator for Motor
Carrier Safety, Federal Highway
Administration, at the address specified
upon the form within 15 days following

~ the date of examination. If the motor

carrier mails the form, delivery is made
on the date it is postmarked.

(d) Responsibilities of the driver. (1)
No driver who has been declared out of
service shall operate a motor vehicle
until that driver may lawfully do so
under the rules of this part.

(2) No driver who has been declared
out of service, for failing to prepare a
record of duty status, shall operate a
motor vehicle until the driver has been
off duty for 8 consecutive hours and is in
compliance with this section.

* * * * *

(Catalog of Federal Domestic Assistance
Program Number 20.217, Motor Carrier
Safety)

(49 U.S.C. 304, 1653; 49 CFR 1.48 and 301.60)
Issued on: November 22, 1982,

Kenneth L. Pierson,

Director, Bureau of Motor Carrier Safety,

Federal Highway Administration.

[FR Doc. 82-32331 Filed 11-24-82; 8:45 am]

BILLING CODE 4910-22-M

INTERSTATE COMMERCE
COMMISSION .

49 CFR Part 1033

Various Railroads Authorized To Use
Tracks and/or Facilities of the
Chicago, Rock Istand and Pacific
Railroad Co., Debtor (William M.
Gibbons, Trustee)

AGENCY: Interstate Commerce
Commission.

ACTION: Forty-Sixth Revised Service
Order No. 1473,

SUMMARY: Pursuant to Section 122 of the
Rock Island Railroad Transition and
Employee Assistance Act, Public Law
96-254, this order authorizes various
railroads to provide interim service over
the Chicago, Rock Island and Pacific
Railroad Company, Debtor (William M.,
Gibbons, Trustee), and to use such
tracks and facilities as are necessary for
operations. This order permits carriers
to continue to provide service to
shippers which would otherwise be
deprived of essential rail transportation.
EFFECTIVE DATES: 12:01 a.m., November
24, 1982, and continuing in effect until
11:59 p.m., January 31, 1983, unless
otherwise modified, amended or
vacated by order of this Commission.

FOR FURTHER INFORMATION CONTACT:
M. F. Clemens, |r., (202) 275-7840 or 275~
1559. .

SUPPLEMENTAL INFORMATION:
Decided: November 19, 1982.

Pursuant to Section 122 of the Rock
Island Railroad Transition and

Employee Assistance Act, Public Law
96-254 (RITEA), the Commission is
authorizing various railroads to provide
interim service over Chicago, Rock
Island and Pacific Railroad Company,
Debtor (William M. Gibbons, Trustee),
{RI) and to use such tracks and facilities
as are necessary for those operations.

In view of the urgent need for
continued rail service over RI's lines
pending the implementation of long-
range solutions, this order permits
carriers to provide service to shippers
which may otherwise be deprived of
essential rail transportation.

Appendix A, to the previous order, is
revised by deleting at 4.S, the authority
for the Chicago and North Western
Transportation Company (CNW)] to
operate over Peoria Terminal Trackage
between Hollis and Iowa Junction,
Illinois. This line segment was
purchased by CNW.

Appendix A is further revised by
adding at Item 26, the authority for
Texas North Western Railway Company
(TNW) to operate between Hardesty, -
Oklahoma and Liberal, Kansas, a
distance of approximately 33 miles. This
line connects with a line segment
already purchased by TNW from Rock
Island at Hardesty, Oklahoma.
Appendix A is further revised by
modifying the authority of the Cadillac
and Lake City Railway Company (CLK)
at Item 8, to reflect the terms of its lease
agreement with the Trustee.

Appendix B of Forty-Third Revised
Service Order No. 1473 is unchanged
and is incorporated into this order by
reference.

It has been brought to the attention of
the Board that, in certain cases,
payment of compensation to the Trustee
for the use of Rock Island property is in
arrears. All interim operators are
reminded that compensation, whether
determined by lease, agreement, or the
Rock Island Formula, is a requirement of
this order and should remain current.

It is the opinion of the Commission
that an emergency exists requiring that
the railroads listed in the named
appendices be authorized to conduct
operations using RI tracks and/or
facilities; that notice and public
procedure are impracticable and
contrary to the public interest; and good
cause exists for making this order
effective upon less than thirty days’
notice.

PART 1033—[AMENDED]
It is ordered,

§ 1033.1473 Service Order No. 1473.

(a) Various railroads authorized to
use tracks and/or facilities of the
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Chicago, Rock Island and Pacific

" Railroad Company, debtor (William M.
Gibbons, Trustee). Various railroads are
authorized to use tracks and/or facilities
of the Chicago, Rock Island and Pacific
Railroad Company (RI), as listed in
Appendix A to this order, in order to
provide interim service over the RI; and
as listed in Appendix B to this order, to
provide for continuaton of joint or
common use facility agreements
essential to the operations of these
carriers as previously authorized in
Service Order No. 1435.

(b) The Trustee shall permit the -
affected carriers to enter upon the
property of the RI to conduct service as
authorized in paragraph (a).

(c) The Trustee will be compensated
on terms established between the
Trustee and the affected carrier(s); or
upon failure of the parties to agree as
hereafter fixed by the Commission in
accordance with pertinent authority
conferred upon it by Section 122(a)
Public Law 96-254.

(d) Interim operators, authorized in
Appendix A to this order, shall, within
fifteen (15) days of its effective date,
notify the Railroad Service Board of the
date on which interim operations were
commenced or the expected
commencement date of those
operations. Termination of interim
operations will require at least (30)
thirty days notice to the Railroad
Service Board and affected shippers.

(e) Interim operators, authorized in
Appendix A to this order, shall, within
thirty days of commencing operations
under authority of this order, notify the
RI Trustee of those facilities they
believe are necessary or reasonably
related to the authorized operations.

(f) During the period of the operations
over the RI lines authorized in
paragraph (a}, operators shall be
responsible for preserving the value of
the lines, associated with each
operation, to the RI estate, and for
performing necessary maintenance to
avoid undue deterioration of lines and
associated facilities.

(1) In those instances where more
than one railroad is involved in the joint
use of RI tracks and/or facilities
described in Appendix B, one of the
affected carriers will perform the
maintenance and have supervision over
the operations in behalf of all the
carriers as may be agreed to among
themselves, or in the absence of such
agreement, as may be decided by the
Commission.

{g) Any operational or other difficulty
associated with the authorized
operations shall be resolved through
agreement between the affected parties

or, failing agreement, by the
Commission's Railroad Service Board.

- {h) Any rehabilitation, operational, or
other costs related to authorized
operations shall be the sole
responsibility of the interim operator
incurring the costs, and shall not in any
way be deemed a liability of the United
States Government.

(i) Application. The provisions of this
order shall apply to intrastate, interstate
and foreign traffic.

(i) Rate applicable. Inasmuch as the
operations described in Appendix A by
interim operators over tracks previously

-operated by the RI are deemed to be due

to carrier's disability, the rates
applicable to traffic moved over these
lines shall be the rates applicable to
traffic routed to, from, or via these lines
which were formerly in effect on such
traffic when routed via RI, until tariffs
naming rates and routes specifically
applicable become effective.

(k) In transporting traffic over these
lines, all interim operators described in
Appendix A shall proceed even though
no contracts, agreements, or
arrangements now exist between them
with reference to the divisions of the
rates of transportation applicable to that
traffic. Divisions shall be, during the
time this order remains in force, those
voluntarily agreed upon by and between
the carriers; or upon failure of the
carriers to so agree, the divisions shall
be those hereafter fixed by the
Commission in accordance with
pertinent authority conferred upon it by
the Interstate Commerce Act.

(1) To the maximum extent
practicable, carriers providing service
under this order shall use the employees
who normally would have performed the
work in connection with traffic moving
over the lines subject to this order.

{(m) Effective date. This order shall
become effective at 12:01 a.m.,
November 24, 1982.

(n) Expiration date. The provisions of
this order shall expire at 11:59 p.m.,
January 31, 1983, unless otherwise
modified, amended, or vacated by order
of this Commission.

This action is taken under the
authority of 49 U.S.C. 10304, 10305, and
Section 122, Public Law 96-254.

This order shall be served upon the

“Association of American Railroads,

Transportation Division, as agent of the
railroads subscribing to the car service
and car hire agreement under the terms
of that agreement and upon the
American Short Line Railroad
Association. Notice of this order shall be
given to the general public by depositing
a copy in the Office of the Secretary of
the Commission at Washington, D.C.,

and by filing a copy with the Director,
Office of the Federal Register.

List of Subjects in 49 CFR Part 1033

Railroads.

By the Commission, Railroad Service
Board, members ]. Warren McFarland,
Bernard Gaillard, and John H. O'Brien.

Agatha L. Mergenovich,
Secretary.

Appendix A.—R! Lines Authorized To Be
Operated by Interim Operators

1. Peoria and Pekin Union Railway
Company (PPU):

A. All Peoria Terminal Railroad property
on the east side of the Illinois River, located
within the city limits of Pekin, llinois.

B. Mossville, lllinois (milepost 148.23) to
Peoria, lllinois (milepost 161.0) including the
Keller Branch (milepost 1.55 to 6.15).

2. Union Pacific Railroad Company (UP):

A. Beatrice, Nebraska.

B. Approximately 36.5 miles of trackage
extending from Fairbury, Nebraska, to RI
Milepost 581.5 north of Hallam, Nebraska.

3. Toledo, Peoria and Western Railroad
Company (TPW): _

A. Peoria Terminal Company trackage from
Hollis to Iowa Junction, Illinois.

*4, Chicago and North Western
Transportation Company (CNW):

. A. from Minneapolis-St. Paul, Minnesota, to
Kansas City, Missouri.

B. from Rock Junction {milepost 5.2) to
Inver Grove, Minnesota (milepost 0).

C. from Inver Grove (milepost 344.7) to
Northwood, Minnesota.

D. from Clear Lake Junction {milepost
191.1) to Short Line Junction, Iowa (milepost
73.6).

E. from East Des Moines, lowa (milepost
350.8) to West Des Moines, lowa (milepost
364.34). :

F. from Short Line Junction (milepost 73.6)
to Carlisle, Iowa (milepost 64.7). .

G. from Carlisle {milepost 64.7) to Allerton,
Iowa (milepost 0).

H. from Allerton, lowa (milepost 363) to
Trenton, Missouri (milepost 415.9).

I. from Trenton {milepost 415.9) to Air Line
Junction, Missouri (milepost 502.2).

]. from Iowa Falls (milepost 97.4) to
Estherville, Iowa (milepost 206.9).

K. from Bricelyn, Minnesota (milepost 57.7)
to Ocheyedan, Iowa (milepost 248.7). .
L. from Palmer (milepost 454.5) to Royal,

Iowa (milepost 502).

M. from Dows (milepost 113.4) to Forest
City, Iowa (milepost 158.2).

N. from Cedar Rapids (milepost 100.5) to
Cedar River Bridge, lowa (milepost 96.2) and
to serve all industry formerly served by the
RI at Cedar Rapids.

0. at Sibley, Iowa.

P. at Hartley, lowa.

Q. from Carlisle to Indianola, lowa.

R. at Omaha, Nebraska (between milepost
502 to milg@post 504).

5. Chicago, Milwaukee, St. Paul and Pacific
Railroad Company (MILW):

A. from Newport, Minnesota to a point
near the east bank of the Mississippi River.
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sufficient to serve Northwest Oil Refinery, at
St. Paul Park, Minnesota.

B. from Davenport (milepost 182.35) to
lowa City, lowa (milepost 237.01).

6. Missouri Pacific Railroad Company
(MP):

A. from Little Rock, Arkansas (milepost
135.2) to Hazen, Arkansas (milepost 91.5).

B. from Little Rock, Arkansas (milepost
135.2) to Pulaski, Arkansas (milepost 141.0).

C. from Hot Springs Junction (milepost 0.0)
to and including Rock Island (milepost 4.7).

7.Norfolk and Western Railway Company
(NW): is authorized to operate over tracks of
the Chicago, Rock Island and Pacific Railroad
Company running southerly from Pullman
Junction, Chicago, Illinois, along the western
shore of Lake Calumet approximately four
plus miles to the point, approximately 2,500
feet beyond the railroad bridge over the
Calumet Expressway, at which point the RI
track connects to Chicago Regional Port
District track, for the purpose of serving
industries located adjacent to such tracks.
Any trackage rights arrangements which
existed between the Chicago, Rock Island
and Pacific Railroad Company and other
carriers, and which extend to the Chicago
Regional Port District Lake Calumet Harbor,
West Side, will be continued so that shippers
at the port can have NW rates and routes
regardless of which carrier performs
switching services.

*8. Cadillac and Lake City Railway
Company (CLK):

A. from Poplar Street (milepost 0.76) to and
including junction with DRGW Belt Line
(milepost 3.99) all in the vicinity of Denver,
Colorado.

B. from Colorado Springs (milepost 608.93)
to Caruso, Kansas (milepost 430.0) a distance
of 178.93 miles.

C. over-head rights from Caruso, Kansas
(milepost 430.0) to Colby, Kansas {milepost
387.0), a distance of approximately 43 miles,
in order to effect interchange with the Union
Pacific Railroad. .

9. Baltimore and Ohio Railroad Company
(BO):

A. from Blue Island, lllinois (milepost 15.7)
to Bureau, Illinois (milepost 114.2), a distance
of 98.5 miles. .

B. from Bureau, lllinois (milepost 114.12) to
Henry, Illinois (milepost 126.94) a distance of
approximately 12.8 miles.

10. Keota Washington Transportation
Company (KWTR):

A. from Keota to Washington, lowa; to
effect interchange with the Chicago,
Milwaukee, St. Paul and Pacific Railroad
Company at Washington, lowa, and to serve
any industries on the former RI which are not
being served presently. .

B. at Vinton, lowa (milepost 120.0 to 123.0).

C. from Vinton Junction, lowa (milepost
23.4) to lowa Falls, Iowa (milepost 97.4).

11. The La Salle and Bureau County
Railroad Company (LSBC):

A. from Chicago (milepost 0.60) to Blue
Island, Illinois (milepost 16.61), and yard
tracks 6, 9 and 10; and crossover 115 to effect
interchange at Blue Island, Illinois.

B. from Western Avenue (Subdivision 1A,
milepost 16.6) to 119th Street (Subdivision 1A,
milepost 14.8), at Blue Island, lllinois.

C. from Gresham (subdivision 1, milepost
10.0) to South Chicago (subdivision 1B,
milepost 14.5) at Chicago, Illinois.

D. from Pullman Junction, Chicago, Illinois,
(milepost 13.2) running southerly to the
entrance of the Chicago International Port, a
distance of approximately five miles, for the
purpose of bridge rights and to effect
interchange at the Kensington and Eastern
Yard.

12. The Atchison, Topeka and Santa Fe
Railway Company (ATSF):

A. at Alva, Oklahoma.

B. at St. Joseph, Missouri.

13..The Brandon Corporation (BRAN):

A. from Clay Center, Kansas (milepost
178.37), to Manhattan, Kansas (milepogt
143.0), a distance of approximately 35 miles.

14. Jowa Northern Railroad Company
(IANR):

A. from Cedar Rapids, lowa (milepost
100.5), to Manly, lowa. (milepost 225.1)}.

B. at Vinton, Iowa, and west on the Iowa
Falls Line to milepost 24.3.

15. lowa Raiiroad Company (IRRC):

A. from Council Bluffs {milepost 490.15) to
West Des Moines, lowa {milepost 364.34) a
distance of approximately 126.81 miles.

B. from Audubon Junction (milepost 440.7)
to Audubon, Iowa (milepost 465.1), a distance
of approximately 24.4 miles.

C. from Hancock, lowa {milepost 6.4) to
Oakland, lIowa (milepost 12.3), a distance of
approximately 5.9 miles.

D. Overhead rights from West Des Moines,
Iowa (milepost 364.34) to East Des Moines,
Iowa (milepost 350.8). (This trackage is
currently leased to the CNW, see Item, 5.E.}

E. from East Des Moines, Iowa (milepost
350.8) to Iowa City, Iowa (milepost 237.01), a
distance of 113.79 miles.

F. Overhead rights from Iowa City, lowa
(milepost 237.01) to Davenport, lowa
(milepost 182.35), including interchange with
the Cedar Rapids and Iowa City Railway.
(This trackage is currently leased to the’
MILW, see Item 8.D.)

G. from Bureau, Illinois (milepost 114.2) to
Davenport, lowa (milepost 182.35).

H. from Rock Island, Illinois through Milan,
Hlinois, to a point west of Milan sufficient to
serve the Rock Island Industrial Complex.

L. at Rock Island, Illinois including 26th
Street Yard.

J. from Altoona to Pella, lowa.

16. Missouri-Kansas-Texas Railroad
Company (MKT):

A. from Oklahoma City, Oklahoma
[(milepost 496.4) to McAlester, Oklahoma
(milepost 365.0), a distance of approximately
131.4 miles.

17. Chicago Short Line Railway Company
(CSL):

A. from Pullman Junction easterly for
approximately 1000 feet to serve Clear-View
Plastics, Inc., all in the vicinity of the Calumet
switching district.

B. from Rock Island Junction westerly for
approximately 3000 feet to Irondale Wye.

18. Kyle Railroad Company (Kyle):

A. from Belleville (milepost 187.0) to

. Caruso, Kansas {milepost 430.0), a distance of

approximately 243 miles, KYLE will be
responsible for the maintenance of the jointly
used track between Colby and Caruso as
mutually agreed upon with CLK, and for
coordinating operations.

B. from Belleville {milepost 187.0) to
Mahaska, Kansas (milepost 170.0), a distance
of approximately 17 miles.

C. from Belleville (mi]epost 225.34) to Clay
Center, Kansas (milepost 178.37), a distance
of approximately 47 miles.

19. North Central Oklahoma Railway, Inc.
(NCOK):

A. from Mangum, Oklahoma (milepost 97.2)
to Anadarko, Oklahoma (milepost 18.14).

B. from El Reno, Oklahoma (milepost 515.0)
to Hydro, Oklahoma (milepost 553.0) a
distance of approximately 38 miles.

C. from Geary, Oklahoma (milepost 0.0) to
Okeene, Oklahoma (milepost 39.0) a distance
of approximately 39 miles.

20. South Central Arkansas Railway, Inc.
(SCAR):

A. from El Dorado, Arkansas (milepost 99)
to Ruston, Louisiana (milepost 154.77).

21. Burlington Northern Railroad Company
(BN):

A. at Burlington, Iowa {milepost 0 to
milepost 2.06).

B. at Okeene, Oklahoma.

22. Fort Worth and Denver Railway
Company (FWD):

A. from Amarillo to Bushland, Texas,
including terminal trackage at Amarillo, and
approximately three {3) miles northerly along
the old Liberal Line.

B. at North Fort Worth, Texas (mileposts
603.0 to 611.4).

23. Omaha, Lincoln and Beatrice Railway
Company (OLB):

A. at Lincoln, Nebraska (milepost 559.16) to
(milepost 560.83}. ’

Note.—In the interest of operational clarity
and efficiency, and considering OLB's lease
with the Trustee, OLB will be the supervising
carrier for operations and maintenance for
the above segment to be operated jointly with
COE.

24. Colorado and Eastern Railway
Company (COE):

A. at Lincoln, Nebraska (milepost 558.0) to
(milepost 562.0) a distance of approximately
4.0 miles. (This authority is joint with OLB
between mileposts 559.16 and 560.83, see Item .
27, Note).

25. Enid Central Railway Company, Inc.
(ENIC):

A. from North Enid, Oklahoma (milepost
0.12) to Ponca City, Oklahoma (milepost 54.8).

426. Texas North Western Railway
Company (TNW):

A. from Hardesty, Oklahoma (milepost
119.20) to Liberal, Kansas (milepost 152.35) a
distance of approximately 33.15 miles.

* Changed.

tAdded.

[FR Doc. 82-32341 Filed 11-24-82; 8:45 am)
BILLING CODE 7035-01-M
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This section of the FEDERAL REGISTER
contains notices to the public of the
proposed issuance of rules and
regulations. The purpose of these notices
is to give interested persons an
opponumty to participate in the rule
making prior to the adoption of the final
rules.

——

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 1136 _
" [Docket No. AO-309-A24]

Milk in Great Basin Marketing Area;
Hearing on Proposed Amendments to
Tentative Marketing Agreement and
Order

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Public hearing on proposed
rulemaking.

SUMMARY: The hearing is being held to
consider changes in the Great Basin
Federal milk order that have been
proposed by a proprietary handler. The
proponent contends that the changes are
necessary to accommodate the
operations of a new plant located in the
marketing area that will process and
distribute only ultra high temperature
pasteurized milk (UHT milk). One
proposal would amend the pool plant
definition so that a plant located in the
marketing area that processes and
distributes only ultra high temperature
(UHT) pasteurized milk would be a pool
plant under the Great Basin order even
though it may have greater sales in other
marketing areas.

A second proposal would allow a
plant that is exempt from pooling to
have milk custom-packaged at a pooled
UHT plant and returned to the exempt
plant to be used for charitable purposes
without the exempt plant losing its
exempt status. A third proposal would
exclude from the fluid milk definition
formulas especially prepared for infant
feeding or dietary use that are packaged
as UHT products.

DATE: A hearing will be held on
December 9, 1982.

-ADDRESS: Airport Rodeway Inn, 2080
West North Temple Avenue, Salt Lake
City, Utah 84116.

FOR FURTHER INFORMATION CONTACT:
Maurice M. Martin, Marketing
Specialist, Dairy Division, Agricultural
Marketing Service, U.S. Department of
Agriculture, Washington, D.C. 20250,

- (202) 447-7183.

SUPPLEMENTARY INFORMATION: This
administrative action is governed by the
provisions of sections 556 and 557 of
Title 5 of the United States Code and, -
therefore, is excluded from the
requirements of Executive Order 12291.
Notice is hereby given of a public
hearing to be held at the Airport
Rodeway Inn, 2080 West North Temple
Ave., Salt Lake City, Utah 84116
beginning at 9:30 a.m. on December 9,
1982, with respect to proposed
amendments to the tentative marketing
agreement and to the order regulating
the handling of milk in the Great Basin

marketing area.

The hearmg is called pursuant to the
provisions of the Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601 et seq.), and the applicable?
rules of practice and procedure
governing the formulation of marketing
agreements and marketing orders (7 CFR
Part 900).

The purpose of the hearing is to
receive evidence with respect to the
economic and marketing conditions
which relate to the proposed
amendments, hereinafter set forth, and
any appropriate modifications thereof,
to the tentative xﬁarketing agreement
and to the order.

Evidence also will be taken to
determine whether emergency
marketing conditions exist that would
warrant omission of a recommended
decision under the rules of practice and
procedure (7 CFR 900.12(d)) with respect

_to Proposal No. 1.

Beginning January 1, 1981, actions
under the Federal milk order program
became subject to the “Regulatory
Flexibility Act” (Pub. L. 98-354). This act
seeks to ensure that, within the statutory
authority of a program, the regulatory
and informational requirements are
tailored to the size and nature of small
businesses. For the purpose of the
Federal order program, a small business
will be considered as one which is
independently owned and operated and
which is not dominant in its field of
operation. Most parties subject to a milk
order are considered as a small
business. Accordingly, interested parties
are invited to present evidence on the

probable regulatory and informational
impact of the hearing proposals on small
Rusinesses. Also, parties may suggest
modifications of the proposal for the
purpose of tailoring their apphcablhty to
small businesses.

List of Subjects in 7 CFR Part 1136

Milk marketing orders, Milk, Dairy
products.

The proposed amendments, set forth
below, have not received the approval
of the Secretary of Agriculture.

Proposed by Gossner Foods, Inc.
Proposal No. 1

In § 1136.7, redesignate the present
paragraph (c) as paragraph (d) and add
a new paragraph (c) to read as follows:

§ 1136.7 Pool plaqt.

* * * * *

(c) A fluid milk plant that meets the
following conditions:

{1) The plant is located in the
marketing area;

(2) The plant has route disposition,
except filled milk, during any month of
September through February of not less
than 50 percent, during any month of
March and April of not less than 45
percent and during any month of May
through August of not less than 40
percent, of the fluid milk products,
except filled milk, approved by a duly
constituted health authority for fluid
consumption that are physically
received at such plant (excluding milk
received at such plant from other order
plants or dairy farms which is classified
in Class III under this order and which is
subject to the pricing and pooling
provisions of another order issued
pursuant to the Act) or diverted
therefrom as producer milk to a nonpool
plant pursuant to § 1136.13, and

{3) The principal activity of such plant
is the processing and distribution of
aseptically processed fluid milk -
products.

(d) The term “pool plant” shall not
apply to the following plants:

(1) A producer-handler plant;

(2) An exempt plant; and

(3) Any plant described in paragraph

- (d)(3) (i) or (ii) of this section shall be

exempt from paragraph (a) or (b) of this

section, unless the Secretary determines
otherwise, if it would be fully regulated

subject fo the classification and pooling
provisions of another order issued
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pursuant to the Act if not so subject to
this part:

(i) Any plant from which there is less
route disposition, except filled milk, in
the Great Basin marketing area than in
the marketing area regulated pursuant to
such other order if not so subject to this
part; or

(ii) Any plant during the months of
February throuh July which qualifies as
a pool plant only pursuant to the proviso
of paragraph (b) of this section.

Proposal No. 2
Revise § 1136.8(e) to read as follows:
§ 1136.8 Nonpool plant.

* * * * *

(e) “Exempt plant” means a
governmental agency, Brigham Young
University or any approved plant from
which the total route disposition is to
individuals or institutions for charitable
purposes and is without remunerations
from such individuals or institutions
including diversion by such exempt
plant of part of its normal milk supply to
a plant for aseptic processing, under a
processing contract, and returned to the
exempt plant after processing for use for
the above stated purposes.

Add a new § 1136.12(b)(4) to read as
follows:

§ 1136.12 Producer

* * * * *

(b) * * *

(4) Any person with respect to milk
produced by him for supply to an
exempt plant.

Proposal No. 3

Revise § 1136.15(b)(1) to read as
follows:
§ 11.36.15 Fluid miik product.

* * * * *

[b] * ok ok

(1) Evaporated or condensed milk
(plain or sweetened), evaporated or
condensed skim milk (plain or
sweetened), formulas especially
prepared for infant feeding or dietary
use that are packaged hermetically
sealed containers, any product that
contains by weight less than 6.5 percent
nonfat milk solids, and whey; and

* * * * *

Proposed by the Dairy Division,
Agricultural Marketing Service

Proposal No. 4

Make such changes as may be
necessary to make the entire marketing
agreement and the order conform with
any amendments thereto that may result
from this hearing.

Copies of this notice of hearing and
the order may be procured from the
market administrator, B. ]. Deaver, P.O.

Box 440860, Aurora, Colorado 80044 or
from the Hearing Clerk, Room 1077,
South Building, United States
Department of Agriculture, Washington,
D.C. 20250 or may be there inspected.
From the time a hearing notice is

_ issued and until the issuance of a final

decision in a proceeding, Department
employees involved in the decisional
process are prohibited from discussing
the merits of the hearing issues on an ex
parte basis with any person having an
interest in the proceeding. For this
particular proceeding the prohibition
applies to employees in the following
organizational units:

Office of the Secretary of Agriculture.

Office of the Administrator, Agricultural
Marketing Service.

Office of the General Counsel.

Dairy Division, Agricultural Marketing
Service (Washington Office only).

Office of the Market Administrator, Great
Basin marketing area.

Procedural matters are not subject to
the above prohibition and may be
discussed at any time.

Signed at Washington, D.C., on November
19, 1982.

William T. Manley,

Deputy Administrator, Markéting Program
Operations.

[FR Doc. 82-32478 Filed 11-24-82; 8:45 am|

BILLING CODE 3410-02-M

FEDERAL ELECTION COMMISSION
11 CFR Part 114
[Notice 1982-9]

Trade Association Solicitation
Authorization

AGENCY: Federal Election Commission.
ACTION: Notice of Proposed Rulemaking.

SUMMARY: The Commission requests

.commants on proposed rules revising

the solicitation authorization which a
trade association must obtain prior to
soliciting the corporate members’
stockholders and executives and
administrative personnel as presently
required at 11 CFR 114.8(c) and (d). The
revision would cause a solicitation
authorization to be valid through the
calendar year for which it is designated
by the corporation and would delete the
present requirement that a separate
authorization must be obtained in the
calendar year during which the trade
association is to solicit.

DATES: Comments must be received on
or before December 30, 1982.

ADDRESS: Susan E. Propper, Assistant
General Counsel, 1325 K Street, NW.,
Washington, D.C. 20463.

FOR FURTHER INFORMATION CONTACT:
Susan E. Propper, Assistant General
Counsel, 1325 K Street, NW.,
Washington, D.C. 20463, (202) 523-4143
or (800) 424-9530.

SUPPLEMENTARY INFORMATION: During
the Commission’s discussion of
Advisory Opinion 1982-54, the issue
was raised as to whether or not 2 U.S.C.
441b(b)(4)(D) requires a trade
association to obtain the requisite
solicitation authorization from their
corporate members in the same year for
which it is to be applicable, or may it be
obtained prior to that designated
calendar year? A similar question
regarding this issue was raised at a
subsequent meeting when the revisions
to 11 CFR 114.3 and 14.4 were being
considered by the Commission.

As a result of the questions posed at
those meetings, the Commission is
requesting comments on proposed
revisions to the rules which govern the
time when the solicitation authorization
must be issued by the corporate member
and received by the trade association.
The proposed rules would change the
present rules and would permit a
corporation to grant the authorization
and the trade association to receive the
authorization prior to the calendar year
for which it is designated. The
Commission seeks comments regarding
the effects of such changes.

The Commission notes that this
proposed revision is intended to address
a specific aspect of Section 114.8. While
there may be other issues that could be
raised with respect to the section, it is
the Commission’s intention to limit this
proposed rulemaking to the single issue
covered.

List of Subjects in 11 CFR Part 114

Business and industry, Elections.

PART 114—[AMENDED]

It is proposed to amend 11 CFR 114.8
by revising {c](2) and (d)(4) to read as
follows:

§ 114.8 Trade associations.

* * * * *

(c] * ok k

(2) The member corporation has not
approved a solicitation by any other
trade association for the same calendar
year.

* * * 3 *

(d] LR

(4) A separate authorization
specifically allowing a trade association
to solicit its corporate member’s
stockholders, and executive or
administrative personnel applies
through the calendar year for which it is
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designated. A separate authorization by
the corporate member must be
designated for each year during which
the solicitation is to occur. This
authorization may be requested or
received prior to the calendar year in
which the solicitation is to occur.

* * * * -

Certification of No Effect Pursuant to 5
U.S.C. 605(b) (Regulatory Flexibility
Act)

I certify that the attached proposed
rules will not, if promulgdted, have a
significant economic impact on a
substantial number of small entities. The
basis for this certification is that no
entity is required to make any
expenditures under the proposed rules.

Dated: November 19, 1982.
Danny L. McDonald,

Vice Chairman, Federal Election
Commission.

IFR Doc. 82-32287 Filed 11-24-82: 8:45 am|
BILLING CODE 6715-01-M

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 21
[Docket No. 23401, Notice No. SC-82—4-CE]

Special Conditions; New Zealand
Aerospace Industries, Ltd., Model
Cresco Ai;plane

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Notice of proposed special
conditions.

SUMMARY: This notice proposes Special
Conditions for the Aerospace Industries,
Ltd. Model Cresco airplane. The
airplane will have novel or unusual
design features associated with a turbo
propellor installation on a single-engine
airplane for which the applicable
airworthiness regulations do not contain
adequate or appropriate safety
standards. This notice contains the
additional gafety standards which the
Administrator finds necessary to
establish a level of safety equivalent to
that established in the regulations
applicable to the Model Cresco airplane.

DATES: Comments must be received by’
January 2, 1983.

ADDRESS: Comments on this proposal
may be mailed or delivered in duplicate
to: Federal Aviation Administration,
Office of the Regional Counsel, ACE-7,
Attn: Rules Docket Clerk, Docket No.
23401, Room 1558, 601 E. 12th Street,
Kansas City, MO 64106. All comments
must be marked: Docket No. 23401.

Comments may be inspected in the
Docket File between 7:30 a.m. and 4:00
p.m. on weekdays, except Federal
holidays. .
FOR FURTHER INFORMATION CONTACT:
William L. Olson, Aerospace Engineer,
Regulations and Policy Office, Room
1656, Federal Office Building, 601 E. 12th
Street, Kansas City, MO 64106,
Telephone (816) 374-5688.
SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of these
special conditions by submitting such
written data, views, or arguments as
they may desire. Communications
should identify the regulatory docket or
notice number and be submitted in
duplicate to the address specified
above. All'communications received on
or before the closing date for documents
specified above will be considered by
the Administrator before taking action
on these proposals. The proposals
contained in this notice may be changed
based on comments received. All
comments submitted will be available
both before and after the closing date in
the Rules Docket for examination by
interested persons.

Type Certification Basis

The applicable airworthiness
standards for import products are those
regulations designated in accordance
with § 21.29 and are known as the “type
certification basis” for the airplane
design. The certification basis for the
Aerospace Industries, Ltd. Model Cresco
airplane is as follows: Part 23 of the
FAR, effective February 1, 1965 through
Amendment 23-23, effective December
1, 1978; Part 36 of the FAR, effective
December 1, 1969 through Amendment
36-9; SFAR 27, effective February 1, 1974
through Amendment 27-3; and any other
Special Conditions which may result
from this proposal.

Special Conditions may be issued, and
amended, as necessary, as a part of the
type certification basis if the
Administrator finds that the
airworthiness standards designated in
accordance with § 21.17(a)(1) do not _
contain adequate or appropirate safety
standards because of novel or unusual
design features, Special Conditions, as
appropriate, are issued in accordance
with §§ 21,16 and 21.101(b)(2), and
become part of the type certification
basis in accordance with § 21,17(a)(2).

Background ‘

On May 29, 1978, New Zealand
Aerospace Industries, Ltd. (NZAI) filed
an application for a U.S, type certificate
for its Model Cresco airplane under

§ 21.29 of the Federal Aviation
Regulations (FAR) in accordance with
the airworthiness requirements of Part
23 of the FAR. Since the type certificate
was not issued within the three-year
time limit set by FAR 21.17(b), the
applicant requested an extension to the
original application under § 21.17(c)(2) -
of the FAR and recommended December
18, 1979, as the new date of effectivity
for applicable airworthiness
requirements. The Honolulu Aircraft
Certification Field Office granted the
time extension. The New Zealand Civil
Aviation Division (CAD) was advised
that the certification basis will be
revised to reflect additional FAR 23
requirements.

The Model Cresco is a small single
engine airplane of conventional metal
construction with maximum weights of
6,450 pounds (normal) and 7,000 pounds
(agricultural use). It is powered by an
Avco Lycoming LTPO 101 turbine engine
rated at 600 shp and equipped with an
Hartzell three-bladed propeller. The
turbopropeller engine is mounted on a
long mount forward of the fuselage.
While dynamic loads imposed on
aircraft structure by such turbopropeller
installations were considered when the
regulations were promulgated in 1969
(Amendment 23-7), single engine
installations were not envisioned.

The Special Conditions contain the
standards which the Administrator finds
necessary to establish a level of safety
equivalent to that established in the
regulations.

List of Subjects in 14 CFR Part 21
Aviation safety, Aircraft, Safety.
The Proposed Special Conditions

Accordingly, pursuant to the authority
delegated to me by the Administrator,
the Federal Aviation Administator
proposes the following Special
Conditions for the Areospace Industries,
Ltd., Model Cresco airplane.

Dynamic Evaluation, Engine Installation

In addition to the requirements in
§ 23.629 of the FAR, the dynamic
evaluation of the airplane must include:

1. Whirlmode degree of freedom
which takes into account the stability of
the plane of rotation of the propeller and
significant elastic, inertial, and
aerodynamic forces, and

2. Engine-propeller-engine mount
stiffness and damping variations
appropriate to the particular
configuration.

{Secs. 313(a), 601, and 603, Federal Aviation
Act of 1958, as amended (49 U.S.C. 1354, 1421,
and 1423); Sec. 6(c}, Department of
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Transportation Act {49 U.S.C. 1655(c)); and 14
CFR 11.28 and 11.29(b))

Issued in Kansas City, MO, on November
15, 1982,

Murray E. Smith,

Director, Central Region,

|FR Dag. 82-32324 Filed 11-24-82; 8:45 am)
BILLING CODE 4910-13-M

SECURITIES AND EXCHANGE
COMMISSION

. 17 CFR Part 240

[Release No. 33-6435; 34-19245; IC-12824]
Purchases of Equity Securities by
Issuers

AGENCY: Securities and Exchange
Commission.

ACTION: Withdrawal of proposed rules.

SUMMARY: The Securities and Exchange
Commission is withdrawing a proposed

rule that would have regulated issuer  -*

repurchases of its common and
preferred stock by imposing limitations
on the time, price and volume of such
purchases and the number of brokers
and dealers that could be used to effect
such purchases. The Commission has
determined that mandatory regulation of
such transaction is not necessary.

DATE: November 17, 1982.

FOR FURTHER INFORMATION CONTACT:
John B. Manning, Jr., Esq [202~272-2874]
or Mary Chamberlin, Esq. [202-272~
2848], Office of Legal Policy and Trading -
Practices, Division of Market Regulation,
Securities and Exchange Commission,
450 5th Street, N.W., Washington, D.C.
20549.

SUPPLEMENTARY INFORMATION: The

-Securities and Exchange Commission

today announced the withdrawal of
proposed Rule 13e-2 under the
Securities Exchange Act of 1934 (“Act”).
The rule would have regulated
purchases by an issuer and certain
related persons of the issuer's common
and preferred stock. Rule 13e-2 most
recently was publlshed for comment in
1980.!

Rule 13e-2 would have 1mposed

- restrictions on lssqer repurchases

intended to prevent market
manipulation. These restrictions would
have limited the time, price and volume
of such purchases and the number of
brokers or dealers that could be used on
a single day to solicit purchases. It also
would have 1mposed specific disclosure

' Securities Exchange Act Release No 17222
(October 17, 1980), 45 FR 70890 (1980). The rule
prevmusly was published for comment in 1970 and’
in 1973, Securities Exchange Act Release Nos. 8930

" {July 13, 1970), 35 FR 11410 (1970} and 10539

(December 8, 1973), 38 FR 34341 (1873). . .

requirements in connection with issuer
repurchase programs.

The Commission has determined that
mandatory regulation of such
transactions is not necessary, and,
accordingly, has withdrawn proposed
Rule 13e-2. In light of the possible
application of the anti-manipulative
prohibitions in Sections 9(a)(2) and 10(b)
of the Act (and Rule 10b-5 thereunder)
to an issuer’s purchases of its securities,
the Commission has, however, adopted
today in a separate release on optional
“gafe harbor” with respect to such
transactions.? Under new Rule 10b-18,
the issuer and certain persons related to
the issuer will not incur liability under
the anti-manipulative provisions of the
Act if purchases are effected in
accordance with the limitations
contained in the safe harbor.

These conditions are substantially
similar to the restrictions proposed in
Rule 13e-2 which would have been
imposed on a mandatory basis. The
Commission also has adopted
amendments to Rule 10b-6 which -
eliminate the Commission’s current
program of regulating issuer repurchases

_ under that rule.?

By the Commission.
George A. Fitzsimmons,
Secretary.

November 17, 1982. )
|FR Doc. 82-32364 Filed 11-24-82; 8:45 am|

* BILLING CODE 8010-01-M

17 CFR Part 240
[Release No. 34-19246 File No. S7-952]

Application of Rule 13e-4 to a Certain
Type of Issuer Tender Offer

AGENCY: Securities and Exchange
Commission.

ACTION: Proposed rule amendment and
solicitation of public comments.

SUMMARY: The Commission is proposing
for adoption amendments to Rule 13e—4
under the Securities Exchange Act of
1934, which regulates cash tender offers
and exchange offers by issuers for their
equity securities. The amendments ¢
would except from the application of the
Rule tender offers by issuers to purchase
shares from their security holders who
own a specified number of shares that is
less than one hundred. The Commission
is of the view that these tender offers
generally do not present the potential
for fraud or manipulative abuse
addressed by the Rule.

?Release NOs. 33-6434, 34-19244, 1C-12823
(November 17, 1982).
3d.

DATE: Comments must be received on or
before January 17, 1983,

ADDRESSES: Interested persons should
submit three copies of their comments to
George A. Fitzsimmons, Secretary,
Securities and Exchange Commission,
Room 6184, 450 Fifth Street, NW.,
Washington, D.C. 20549 and should refer
to File No. $7-952. All submissions will
be made available for public inspection
at the Commission’s Public Reference
Section, Room 1024, 450 Fifth Street,
N.W., Washington, D.C.

FOR FURTHER INFORMATION CONTACT:
John B. Manning, Jr. (202-272-2874);
Kenneth B. Orenbach (202-272-7391) or
Allyn C. Shephard (202-272-2828),
Office of Legal Policy and Trading
Practices, Divisiion of Market
Regulation, Securities and Exchange
Commission, 500 North Capitol Street,
Washington, D.C. 20549.

SUPPLEMENTARY INFORMATION:
1. Background '

In August 1979, the Commission
adopted Rule 13e—4 (the “Rule”) and
related Schedule 13E~4, which regulate
cash tender offers and exchange offers
by issuers for their equity securities.
The Rule and Schedule are patterned
substantially on the reuglatory scheme
established by Sections 14(d) and 14{e)
of the Securities Exchange Act of 1934
(the “Act”) and the rules promulgated
thereunder relating to third party tender
offers.?

One type of issuer tender offer is an
offer to purchase that is limited to
security holders who own a specified
number of shares that is less than one
hundred (*Odd-lot Offers”). Generally,
the purpose of an Odd-lot Offer is to
reduce the high cost to the issuer of
servicing disproportionately large
numbers of small shareholder accounts
and to enable the shareholders to
dispose of their securities without
incurring high brokerage fees. Because
the savings realized from such offers
also benefit the issuer's remaining
shareholders, the Commission is of the
view that Odd-lot Offers do not
unreasonably discriminate among an
issuer's security holders.® Such offers

* See Securities Exchange Act Release No. 16112
(August 16, 1979}, 44 FR 49406 (“Adopting Release”).
The Rule was proposed for public comment in
Securities Exchange Act Release No. 14234
{December 8, 1977), 42 FR 63066. )

2 See Rules 14d-1 through 14d-8 and 14e-1
through 14e-3, 17 CFR 240.14d-1- 14d—9 and
240.14e-1 - 14e-3.

3 Ag proposed, paragraphs (b){4) and (b)(7) of the
Rule would have expressly permitted issuers to
make tender offers limited to odd-lot holders and to
base the consideration to be paid to such holders on
a uniform formula. These provisions, however. were
not adopted. See Adopling Release at 44 FR 49408.
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usually are priced on a formula basis ¢
or are made at a small premium above
the market price. In light of their limited
purpose and the fact that thay are not
characterized by large premiums or
significant market impact, the majority. .
of Odd-lot Offers present minimal
potential for fraud and manipulation.

Before the Rule was adopted, certain
issuer tender offers, including Odd-lot
Offers, were regulated indirectly
pursuant to Rule 10b-8 under the Act.®
Under the Rule, the Commission initially
declined to grant exemptions to permit
issuers to make such offers without
complying with all of the Rule’s
provisions, in order to gain experience
with the operation of the Rule and to
evaluate its impact on Odd-lot Offers.
Many issuers took exception to that
position, stating that the costs
associated with preparing and filing a
Schedule 13E-4 ® and disseminating the
required information to holders of odd-
lots outweighed the econimic benefits to
be gained from reducing their small
shareholder accounts. Consequently,
they indicated, compliance with all
provisions of the Rule rendered Odd-lot
Offers economically unfeasible. In light
of these concerns, the Commission
subsequently modified its position and
began to exempt Odd-lot Offers from the
filing and dissemination requirements of
the Rule.? :

4 E.g., the market price of the subject security on
the day on which shares are tendered to or received
by the issuer.

®Rule 10b-6, 17 CFR 240.10b-8, is an anti-
manipulative rule that, among other things, prohibits
any participant in a distribution of securities from
bidding for or purchasing the securities which are
the subject of the distribution, or any “right to
purchase” such securities, until such person has
completed his participation in the distribution. An
issuer has historically been deemed to be engaged
in a distribution of a security for purposes of Rule
10b-8 if the issuer has outstanding securities which
are immediately convertible into or exchangeable
for that security. .

If the issuer was deemed to be engaged in a
“technical” distribution of the securities for which a
tender offer was to be made, it was required to
obtain an exemption from the provisions of Rule
10b-8 prior to commencing its offer. An exemption
from that Rule was routinely granted to permit an
issuer to make such a tender offer, provided that the
issuer complied with certain terms and conditions
that were substantially similar to the requirements
of Sections 14{d)}{5}(7) of the Act applicable to third
party tender offers. See, e.g., Cummins Engine —
Company, Inc. (July 10, 1968): Central Securities
Corporation (September 28, 1978); Bobby Brooks,
Inc. (October 11, 1978); and Tandy Corporation
{June 29, 19786}. )

The Commission has issued a release announcing.
the adoption of an amendment to Rule 10b-6 that
will eliminate the applicability of the Rule during
“technical distributions”. See Release Nos. 33-6434,
34-19244, 1C-12823 (November 17, 1982).

8This Schedule requires an issuer mskinga .
tender offer to disciose certain information about .
itself and its securities and the purpose of the offer.

"Paragraph (c} of the Rule requires that the issuer
making a tender offer file with the Commission ten

Although exemptions from the Rule
regularly are granted to permit issuers to
make Odd-lot Offers without complying
with the filing and dissemination
requirements of the Rule,® the
Commission in the majority of cases had
continued to require that such offers
comply with the substantive provisions
of the Rule.® These provisions, contained
generally in paragraph (f), require an
issuer, among other things, to leave a
tender offer open for a minimum period
of time; ' to grant to tendering security
holders certain withdrawal rights;!! to
pay any increase in consideration to
holders whose securities have already
been accepted for payment;'? and to
refrain from purchasing the security that
is the subject of the tender offer and

copies of a Schedule 13E-4 in connection with its
offer, while paragraph (d)(1)(iv) requires
dissemination to all eligible participants of the
information contained in the Schedule or a fair and
adequate summary thereof. The first exemption
from these provisions of the Rule was granted in
Allen Organ Company (March 28, 1880).

To ensure that the potential for fraud or
manipulation remained slight, exemptions from the
Rule initially were limited to situations in which
odd-lot holders of record owned two percent or less
of the outstanding shares of the subject security.
See, e.g., James Dole Corporation (April 7, 1880);
Dresser Industries, Inc. (August 1, 1980); and
Hawaiian Airlines, Inc. (Sepatember 9, 1980). This
position later was odified to permit Odd-lot Offers
to be made regardless of the amount of securities
held by odd-lot holders, on the condition that no
more than five percent of the outstanding shares of
the subject security was accepted for payment by
the issuer pursuant to the Odd-lot Offer. See, eg.,
Guaranty Corporation (October 30, 1880); Reichhold
Chemicals, Inc. (December 29, 1880); and Nobility
Homes, Inc. (June 30, 1981). The Commission has
continued to grant exemptions from the Rule subject
to this five percent limitation,

In addition to a five percent limit on the number
of shares to be purchased, the staff has required
that an issuer making an Odd-lot Offer exempted
from the Rule disseminate to sharcholders a letter
containing the following information:

a. The terms and purpose of the Odd-lot Offer;

b. instructions for obtatning, at the issuer's
expense, the information required by paragraph
(d)(1)(iv) of the Rule; and

¢. a letter of transmittal pursuant to which odd-lot
holders may tender their securities.

?Under certain circumstances involving out-of-the

ordinary transactions, the Commission has on
occasion granted exemptions from provisions of the
Rule other than paragraphs (c) and (d)}{1)(iv). See,
e.g., United Standard and Asset Growth
Corporation (July 9, 1981) (exemption from
paragraph (f)(3) of the Rule to permit acceptance of
odd-lots in order of size, from the smallest to the
largest); Madison Fund, Inc. (November 3, 1880)
(Odd-lot Offer made to record holders only);
American Heritage Life Investment Corporation
(September 25, 1980) (participants in issuer’s
employee stock purchase plan not eligible to
participate in Odd-lot Offer); and Nicor, Inc.
(November 14, 1880) (exemption from paragraph
(f)(6) of the Rule to permit a trustee of an employee
plan to purchase the subject security during the ten
business days after termination of two concurrent
Odd-lot Offers).

17 CFR 240.13e~4 {f)(1).

1117 CFR 240.13e~4 (f}{2).

1217 CFR 240.13e—4 {f)(4).

certain related securities for ten
business days after termination of the
tender offer.!* The Commission has
required compliance with these
substantive provisions in order to
ensure that Odd-lot Offers are
conducted in a manner free of any
deceptive, manipulative or fraudulent -
acts and practices.!* In addition, QOdd-lot
Offers are subject to the general
antifraud and anti-manipulative
provisions of the federal securities
laws.1®

11. The Proposed Amendment

. The Commission has granted
exemptions from paragraphs (c} and
(d)(1)(iv) of the Rule with respect to
approximately 85 Odd-lot Offers during
the past 31 months. In light of its
experience in regulating Odd-lot Offers
under both Rules 10b-6 and 13e-4 and
the lack of abusive practices it has
found in connection with such offers, the
Commission has determined to propose
an amendment to the Rule that would
except from its scope all Odd-lot Offers
made to record and beneficial holders of
odd-lots as of a specified date prior to
the announcement of the 6ffer. The Rule
as amended would permit issuers to
make Odd-lot Offers under the above
conditions without complying with the
filing and the disclosure requirements
and substantive provisions of the Rule.!®
By amending the Rule to except the
majority of Odd-lot Offers from its
scope, the Commission seeks to save
issuers the expense and time associated
with preparing the filing requests for
exemptions from the Rule in connection
with such offers, as well as to conserve
the Commission's staff time and
resources.

Rule 13e—4 addresses issues and
potential abuses that normally are

1317 CFR 240.13e-4 {f)(6).

4The requirement that issuer tender offers be
free of such acts and practices is contained in
paragraph (b) of the Rule. 17 CFR 240.13e—4(b).

18 Sections 9(a), 10(b) and 14(e) of the Act and
Section 17(a) of the Securities Act of 1933 all
prohibit the use of manipulative or deceptive acts or
contrivances in connection with various securities
transactions.

18 An Odd-lot Offer thet is not made to beneficial
as well as to record holders of the odd-lots subject
to the offer or that does not use a record date for
determining an odd-lot holder's eligibility to
participate in the offer would remain subject to all
the provisions of the Rule. Similarly, in the event an
Odd-lot Offer is followed by an issuer tender offer,
the Odd-lot Offer might be deemed to be part of the
issuer tender offer and the requirements of the Rule,
including the best price provisions embodied in
paragraph (f)(4), might be applicable. The proposed
amendments to the Rule would not affect the
application of Section 23(c) of the Investment
Company Act of 1940 and Rule 23¢~1 promulgated
thereunder, 17 CFR 270.23¢-1, to closed-end
investment companies that purchase for cash any
securities of which they are the issuer.
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inapplicable in the context of Odd-lot
Offers. The primary incentive to tender
into an Odd-lot Offer appears to be the
cost savings realized by odd-lot holders
who are able to dispose of their
securities without paying the high
brokerage fees generally charged for
odd-lot transactions. The specific
information concerning the issuer
required to be disclosed by the Rule 7
therefore is of less consequence to a
security holder’s decision to tender into
an Odd-lot Offer than it is in the context
of a general issuer tender offer.
Consequently, it appears to be
unnecessary to impose on such offers
the mandatory disclosure provisions of
the Rule.®

Odd-lot Offers do not occur in
contested situations and therefore do
not exert pressure on security holders to
act in haste. Because Odd-lot Offers are

not used by issuers as a defensive tactic .

in response to third party tender offers
and are unlikely to trigger a competing
tender offer for the issuer’s securities, -
there is little reason for odd-lot holders
to withdraw securities previously
tendered. Nor do odd-lot holders who
participate in such offers generally
tender their securities within the
mandatory withdrawal period provided
- by the Rule.® Accordingly, there is no
apparent purpose to be served by
providing withdrawal rights in
connection with an Odd-lot Offer.?

In addition, because the Commission
understands that many odd-lot holders
fail to tender their securities, Odd-lot
Offers.are seldom fully successful in
eliminating the targeted small
shareholder accounts. Hence, issuers
may be expected to keep such offers
open for an extended period. It is
therefore unnecessary for the
Commission by means of the Rule to
require a minimum duration for an Odd-
lot Offer or to specify acceptance
procedures in the extremely unlikely -
event that a given offer both limits the
number of shares to be accepted and is

17 See 17 CFR 240.13e—4(d).

'8]n light of an issuer’s affirmative duty under the
Act and various rules promulgated thereunder to
disclose material information to its shareholders, as
well as its own interest in the success of an Odd-lot
Offer, the Commission expects that each issuer
making an Odd-lot Offer would continue voluntarily
to include disclosure provisions similar to those
currently imposed by the staff pursuant to the
exemptive process.

¥ paragraph (f)(2)(i) of the Rule requires that
withdrawal rights be granted “until the expiration of
ten business days from the commencement of the
issuer tender offer.” 17 CFR 240.13e-4(f){2)(1).

*fssuers have stated to the Commission that the
necessity to provide withdrawal rights may increase
the administrative costs associated with making an
Odd-lot Offer, which is counter-productive to their
purpose in making such offers.

oversubscribed.?! Finally, although the
proposed amendment would except an
issuer making an Odd-lot Offer from
compliance with the provisions of the
Rule, such issuer would remain fully
subject to the general antifraud and
anti-manipulative sections of the federal
securities laws.??

In the small number of situations in
which an issuer has a significant
percentage of its securities held by odd-
lot holders, or in which a given Odd-lot
Offer is one of the series of steps that, in
the aggregate, may result in the issuer
“going private,” an Odd-lot offer may
constitute a transaction subject to Rule
13e-3 under the Act.?® To the extent that
such an offer constitutes a “Rule 13e-3
transaction,” it will, of course, continue
to be subject to the filing, disclosure and
dissemination requirements of Rule 13e-
3.24 The significant regulatory concerns
raised by such “going private
transactions,” however, are not those at
which Rule 13e—4 is directed.

Although the proposed amendment to
the Rule would except Odd-lot Offers
from its substantive provisions, the
Commission would retain certain
important conditions that have been
applied to such offers pursuant to the
exemptive process. First, in order to be
excepted from the Rule, the offer would
have to be extended to both record and
beneficial holders of odd-lots of the

21The Commission Is therefore proposing an
amendment to paragraph (f)(3)(i) of the Rule to
delete reference to acceptance procedures in
connection with an Odd-lot Offer.

22 Soe note 15, supra.

2317 CFR 240.13¢-3.

2 See Rule 13e-3(e) and (f), 17 CFR 240.13e—(e)
and (f). Paragraph (f)(1) of Rule 13e-3 states that the
information required to be disclosed to security
holders pursuant to paragraph (e) of that rule must
be provided to such holders no later than 20 days
before the commencement of any purchases that
would result in a “13e~3 transaction.” Paragraph
(£)(2) excepts from this 20 day pre-purchase
dissemination requirement any tender offer subject
to Regulation 14D (§ 240.14d-1 to 240.14d-101) or to
the Rule by providing thiat the means of
disseminating those offers shall be governed by the
respective rules.

By excepting Odd-lot Offers from the Rule, an
Odd-lot Offer that is also a *“13e~3 transaction”
would become subject to the 20 day pre-purchase
dissemination requirement of Rule 13e-3(f)(1).
Commentators are requested to consider whether it
is appropriate to subject Odd-lot Offers that are
“13e-3 transactions” to that provision. If such a
period is considered inappropriate in connection
with an Odd-lot Offer, commentors should consider
whether to resolve the issue by adding a provision
to the proposed amendment to Rule 13e-4 requiring
that Odd-lot offers that are also “Rule 13e~-3
transactions” be disseminated in compliance with
paragraph (e} of the Rule or by making a technical
amendment to paragraph (f)(2) of Rule 13e~3 to

_clarify that an Off-lot Offer specifically excepted *

from the Rule would also be excepted from the pre-
purchase dissemination provision of paragraph
{)(1). provided that it is diseminated in compliance
with paragraph (e) of Rule 13e—4, as if it were fully
subject thereto.

subject security. This requirement is
consistent with the Commission’s
general practice in connection with
tender offers to prevent unreasonable
discrimination among holders of the
class of security subject to the offer.
Indeed, commentators on the Rule as
originally proposed presented no
persuasive justification for permitting
beneficial holders to be excluded from
Odd-lot Offers and the Commission in
regulating such offers generally has
required that beneficial holders of odd-
lot be eligible to participate.
Furthermore, the Commision has found
that the cost to issuers of maintaining
accounts of beneficial holders is greater
than the costs associated with record
holders accounts.?® Since a primary
purpose of Odd-lot offers is to reduce
the cost of maintaining small
shareholders accounts, it is therefore to
the advantage of issuers and their
shareholders, as well as consonant with
the Commission’s approach to tender
offers in general, for those offers to be
extended to beneficial holders of Odd-
lots as well as to record holders. The
proposed amendment would codify this
current requirement.

In addition, the Commission would
require that issuers making odd-lot
Offers excepted from the Rule set a
record date for the purpose of
determining the eligibility of a security
holder to participate in the offer. One
purpose of this provision is to prevent a
holder of a number of securities in
excess of the specific odd-lot sought in
the offer from breaking down those
holdings into two or more eligible odd-
lots and endering them pursuant to the
Odd-lot offer.?® Acceptance of those
shares pursuant to the Odd-lot Offer
would result in added cost to the issuer
without the realization of the
corresponding benefit of reducing the
outstanding number of its small
accounts. Odd-lot holders also could be
disadvantaged if such behavior were to
result in an over-subscription of the
Odd-lot Offer, causing bona fide old-lot

2 Among 71 issuers transmitting proxy materials
to their shareholders, the Commission found that
the annual cost of sending such materials directly to
record holders ranged from $.34 to $1.00 per unit,
while the annual cost of sending proxy materials
through intermediaries to beneficial holders ranged
from $1.31 to $2.38 per unit, See Final Report of the
Securities and Exchange Commission on the
Practice of Recording the Ownership of Securities
in the Records of the Issuer in Other than the Name
of the Beneficial Owner of Such Securities at 24-25
{Committee Print 1976).

% E.g., if an Odd-lot offer is made to holders of 50
shares or less, a person holding 150 shares might
desire to tender three separate 50 share lots.into the
offer. The record date requirement precludes this
practice. :
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holders to have their securities rejected
or pro-rated by the issuer.

An additional concern is that Odd-lot
Offers left open indefinitely or for an .
extended period of time may establish a
minimum price for the subject security.
The record date requirement minimizes .
the pegging effect that may result from
continuous Odd-lot Offers by limiting
the number of shares of the subject
security that are eligible to be purchased
by the issuer at the offering price.?’ To
prevent the development of these and
other manipulative practices and to
ensure against the potential for fraud in
connection with Odd-lot Offers, the
Commission would require the use of a
record date in Odd-lot Offers excepted
from the provisions of the Rule.?®

The amendment that the Commission
has.proposed would contribute to its
program of responsible deregulation.
The experience it has gained in
regulating Odd-lot Offers under Rules
10b-8 and 13e-4 satisfies the
Commission that firther substantive
regulation of Odd-lot Offers is
unnecessary. Accordingly, the
Commission proposes to remove from
issuers substantial burdens in an area
where little abuse or injury to
shareholders has been demonstrated. At
the same time, the proposed amendment
builds into the Rule assurances that
Odd-lot Offers will continue to be
conducted in a non-discriminatory
manner. Moreover, by obviating the
necessity for issuers to seek exemptions
in order to conduct Odd-lot Offers, the ,
proposed amendment would save
issuers from an expensive and often
time-consuming process and conserve
the Commission'’s staff resources. In any
case, issuers would continue to be
subject to the general antifraud and
anti-manipulative provisions of the
securities laws and the rules
promulgated thereunder in connection
with their Odd-lot Offers.

Although the Commission believes
that revising its regulations of Odd-lot
Offers would best be achieved by
amending the Rule as proposed herein,
commentators are requested to address
the question whether it would be more
appropriate simply to codify the .
conditions currently imposed on Odd-lot
Offers pursuant to the exemptive
process and thereby preserve the

27The possible pegging effect of a continous Odd-
lot Offer is also minimized by the small percentage
of shares that generally are held in odd-lots. )

2%An issuer that chooses not to use a record date
in connection with an offer to odd-lot holders would
not be prohibited from making that offer. Such an
offer, however, would remain fully subject to the

- Rule and the issuer woud be required either to

obtain an exemption or to comply fully with alt
provisions of the Rule.

substantive provisions of the Rule as
they relate to Odd-lot Offers.

IIL. Regulatory Flexibilit).' Act
Considerations

The Regulatory Flexibility Act, which
became effective on January 1, 1981,
imposes new procedural steps
applicable to agency rulemaking which
has a “significant economic impact on a
substantial number of small entities.”
The Chariman of the Commission has
certified pursuant to the Regulatory
Flexibility Act that the proposed
amendment to Rule 13e—4, if adopted,
will not have a significant economic
impact on a substantial number of small
entities because the amendment excepts
issuers, in the context, of Odd-lot Offers,
from the provisions of the Rule,
including all reporting requirements.
Specifically, issuers will no longer be
required to file and disseminate copies
of a Schedule 13E-4 in connection with
0Odd-lot Offers and it will no longer be
necessary for them to request
exemptions from those requirements in
order to conduct such offers,

IV. Statutory Basis and Text of Proposed
Rule Amendment

Pursuant to Sections 3(b), 9(a)(6),
10(b), 13e(e), 14(e) and 23(a) of the Act,
15 U.S.C. 78¢(b), 78i(a), 78j(b), 78m(e),
78n(e)-and 78wf(a), the Commission
proposes to amend § 240.13e(4) in
Chapter II of Title 17 of the Code of
Federal Regulations by adding a new
paragraph (g)(5) to § 240.13e—4 and
revising paragraph (f)(3)(i) of § 240.13e~
4. The current paragraph (g)(5) of
§ 240.13e—4 would be renumbered as
paragraph (g)(6).

List of subjects is 17 CFR Part 240

Reporting and recordkeeping
requirements, Securities.

Part 240 of Title 17, Chapter II, of the
Code of Federal Regulations is proposed
to be amended as follows:

PART 240—GENERAL RULES AND
REGULATIONS, SECURITIES
EXCHANGE ACT OF 1934

By revising paragraph (f)(3)(i) of
§ 240.13e—4, redesignating paragraph

2 Although Section 601(b) of the Regulatory
Flexibility Act defines the term “small entity,” the

_statute permits agencies to formulate their own

definitions. The Commission has adopted
definitions of the term small entity for purposes of
Commission rulemaking in accordance with the
Regulatory Flexibility Act. Those definitions, as -
relevant to this proposed rulemaking, are set forth
in Rule 0-10, 17 CFR 240.0-10. See Securities
Exchange Act Release No. 18452 (January 28, 1982).

. Anissuer is a “small business” or “small

organization” under Rule 0-10, if the issuer, on the
last business day of its most recent fiscal year, had

" total assets of $3,000,000 or less.

(g)(5) as paragraph (g)(6), and adding a
new paragraph (g)(5) to § 240.13e-4(g) to
read as follows:

§ 240.13e-4 Tender offers by issuers.

* * * ] L ]

(f) * * &

(3) LR R 4

(i) Accepting all securities tendered
by persons who own, beneficially or of
record, an aggregate of not more than a
specified number which is less than one
hundred shares of such security and
who tender all their securities, before
prorating securities tendered by others;
or
" » x o »

(g) & & %

(5) Offers to purchase from security
holders who’'own an aggregate of not
more than a specified number of shares
that is less than one hundred, provided
that the offer is made available to all
records and beneficial holders who own
that number of shares as of a specified
date prior to the announcement of the

offer.
* * * * *

" V. Solicitation of Comments

All interested persons are invited to
submit written data, views and
arguments concerning the foregoing.
Persons desiring to make submissions
should submit three copies thereof to
George A. Fitzsimmons, Secretary,
Securities and Exchange Commission,
450 Fifth Street, N.W., Washington, D.C.
20549, not later than January 17, 1983.
Reference should be made to File No.
§7-952. All submissions will be made
available for public inspection at the
Commission's Public Reference Section,
Room 1024, 450 Fifth Street, NW,,
Washington, D.C. 20549.

By the Commission.
George A. Fitzsimmons, -
Secretary.

November 17, 1982,

Regulatory Flexibility Act Certification

I, John S. R. Shad, Chairman of the
Securities and Exchange Commission, hereby
certify pursuant to 5 U.S.C. 605(b) that the
proposed amendments to Rule 13e~4 set forth
in Securities Exchange Act Release No. 34~
192486, if promulgated, will not have a
significant economic impact on a substantial
number of small issuers. Specifically, issuers
making a tender offer to holders of odd-lots
will be excepted from the reporting
requirements of the rule, including the need
to file a Schedule 13E—4, and also will be -
relieved of the need to request an exemption
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»
from provisions of the rule in order to

conduct such tender offers.
John S. R. Shad,

Chairman.

November 18, 1982.

[FR Doc. 82-32400 Filed 11-24-82; 8:45 um|
BILLING CODE 8010-01-M

DEPARTMENT OF THE TREASURY
Customs Service

19 CFR Parts 7, 10, 22, 113, 145, 158
*and 191

Drawback; Proposed Specialized and
General Provisions
AGENCY: Customs Service, Treasury.

. ACTION: Notice of extension of time for
comment.

sUMMARY: This notice extends the
period of time within which interested
members of the public may submit
written comments with respect to a
Customs proposal to revise the general
provisions applicable to all drawback
claims and specialized provisions
applicable to specific types of drawback
claims. A document inviting the public
to comment on the proposal was
published in the Federal Register on
August 26, 1982 (47 FR-37563).
Comments were to have been received
on or before November 24, 1982. Several
requests have been received to extend
the period for the submission of
comments claiming that because of the
complexity of the issues involved,
additional time is needed to prepare and
submit thorough comments. Customs
believes that the requests have merit.
Accordingly, the period of time for the
submission of written comments is
extended to January 21, 1983.

DATE: Comments must be received on or
before January 21, 1983.

ADDRESS: Written comments (preferably -

in triplicate) may be addressed to the

Commissioner of Customs, Attention:

Regulations Control Branch, U.S.

Customs Service, 1301 Constitution

Avenue NW.,, Room 2426, Washington,

D.C. 20229,

FOR FURTHER INFORMATION CONTACT:

George Steuart, Carriers, Drawback and

Bonds Division, U.S. Customs Service,

1301 Constitution Avenue NW.,

Wasbhington, D.C. 20229 (202-566-5856).
Dated: November 22, 1982.

John P. Simpson,

Director, Office of

Regulations and Rulings.

(FR Doc. 8232492 Filed 11-24-82: 8:45 am}

BILLING CODE 4820-02-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 886
[Docket No. 82N-0180]

Proposed Reclassification of Daily
Wear Spherical Contact Lenses
Consisting of Rigid Gas Permeable
Plastic Materials

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing a
proposed rule which, if adopted, would
reclassify marketed daily wear spherical
contact lenses consisting of certain rigid
gas permeable plastic materials from
class Il (premarket approval) into class
1 (general controls). The proposal is
based on new information respecting
these devices. After reviewing any
public comments received, FDA will
promulgate a final rule reclassifying
some or all of the lenses or will
withdraw the proposed rule. Elsewhere
in this issue of the Federal Register, FDA
is publishing a separate proposal to
reclassify certain marketed daily wear
optically spherical hydrogel {soft) .
contact lenses from class Il into class I.
DATE: Comments by December 27, 1982.

ADDRESS: Written comments may be
submitted to the Dockets Management
Branch (HFA-305), Food and Drug
Administration, Rm, 4-62, 5600 Fishers
Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT:
Maria E. Donawa, National Center for
Devices and Radiological Health (HFK-
300), Food and Drug Administration,
8757 Georgia Ave., Silver Spring, MD
20910, 301-427-7175.

SUPPLEMENTARY INFORMATION:

1. Background
A. History of the Proceedings

On March 2, 1981, the Contact Lens
Manufacturers Association {CLMA),
Washington, DC 20006, submitted to
FDA under section 513(e) of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 360c(e)) a petition to
reclassify contact lenses consisting
principally of rigid plastic materials
from class Il into class II (performance
standards). FDA thereafter concluded
that the petition did not meet all the
requirements of § 860.123 (21 CFR
860.123) of the regulations governing
reclassification of medical devices. FDA
nonetheless determined that CLMA'’s
objective was meritorious and
tentatively concluded that daily wear

spherical contact lenses consisting
principally of rigid plastic materials
should be reclassified from class III into
class II, Under section 513(e) of the act
and § 860.130(b){1) (21 CFR
860.130(b)(1)) governing reclassification
under section 513(e), FDA issued on its
own initiative a notice of intent to
initiate a change in the classification of
such lenses (46 FR 57648; November 24,
1981).

Because the agency issued on its own
intitiative the notice of intent that FDA
would have been required to issue had
CLMA's petition not been inadequate
(see § 880.130(d)), the agency concluded
that the petition was moot and so stated
in the November 24, 1981 notice.

The notice of intent invited public
comment regarding any impact that
reclassification of daily wear spherical
contact lenses consisting principally of
rigid plastic materials would have on
manufacturers or distributors of contact
lenses, on the costs or prices paid by
consumers purchasing contact lenses, on
governmental agencies or geographic
regions, on whether the rulemaking
would have significant or adverse
effects on competition, employment,
investment, productivity, innovation, or
on the ability of United States-based
enterprises to compete with foreign-
based enterprises in domestic or export
markets. As of October 8, 1982, FDA had
received 51 comments from
ophthalmologists, optometrists, and
contact lens manufacturers concerning
lenses consisting principally of rigid
plastic materials. Fifty comments
favored reclassification into class II and
are further discussed in section VII of
this proposal. A comment argued that
FDA should not reclassify daily wear
spherical contact lenses made of all
types of rigid plastic materials because
the information available to the agency
does not show that lenses made from all
types of such materials are safe and
effective for their intended use. FDA
agrees with the comment. As discussed
in section II of this proposal, the daily
wear spherical contact lenses proposed
for reclassification include only those
lenses composed of certain rigid plastic
materials.

In addition to the comments received
on the notice of November 24, FDA also
received comments on CLMA's petition.
Two of these comments objected to any
reclassification of these lenses if there is
not a pérformance standard in effect.
FDA has recognized some of these
comments’ substantive concerns in
section VI, which invites public
comment on this proposal.
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B. The Statutory Scheme

On may 28, 1976, the Medical Device
Amendments of 1976 (the amendments)
(Pub. L. 94-295), amending the Federal
Food, Drug, and Cosmetic Act, became
law. The amendments established a
comprehensive system for the regulation
of medical devices intended for human
use. One provision of the amendments,
section 513 of the act, establishes three
categories (classes) of devices,
depending on the regulatory controls
needed to provide reasonable assurance
of any device’s safety and effectiveness.
The three categories are as follows:
class I, general controls; class II,
performance standards; class III,
premarket approval. A device is in class
L if the general controls authorized by or
under the act are sufficient to provide
reasonable assurance of the safety and
effectiveness of the device (section
513(a)(1)(A)(i) of the act; 21 CFR
860.3(c)(1)). A class II device is a device
for which general controls by
themselves are insufficient to provide
reasonable assurance of the safety and
effectiveness of the device, for which
there is sufficient information to
establish a performance standard to
provide such assurance, and for which
“it is therefore necessary to establish
* * * a performance standard under
section 514 [21 U.S.C. 360d] to provide
reasonable assurance of its safety and
effectiveness” (section 513(a)(1){B) of
the act; 21 CFR 860.3(c)(2)). A device is
in class Il if the device cannot be
classified into class I or class II and if, in
addition, the device is purported or
represented to be for a use in supporting
or sustaining human life or for a use
which is of substantial importance in
preventing impairment of human health,
or if the device presents a potential
unreasonable risk of illness or injury.
For a device in class III, premarket
approval is or will be required in
accordance with section 516 of the act
(21 U.S.C. 360e) to provide reasonable
assurance of the safety and
effectiveness of the device (section
513(a)(1)(C) of the act; 21 CFR
860.3(c)(3)).

The amendments not only established
a comprehensive system of device
regulation, they also changed the
definition of “device” in section 201(h)
of the act (21 U.S.C. 321(h))} so that some
products that previously were “new
drugs” within the meaning of section
201(p} of the act upon enactment of the
amendments became “devices” under
the revised definition in section 201(h).

Before passage of the amendments,
FDA considered certain ophthalmic
devices to be “new drugs” subject to
section 505 of the act (21 U.S.C. 355),

which forbids the marketing of such
drug unless the agency has approved a
new drug application (NDA) covering
the drug, use, and labeling in question.
To provide for the continuous regulation
of these products—that is, products that
previously were regulated as “new
drugs” but now are defined as
“devices"—Congress included in the
amendments special transitional
provisions (section 520(1) of the act (21
U.S.C. 360j(1)). The transitional
provisions apply to any product that is a
device (under the revised definition in
section 201(h)) and that satisfies one or
more of six criteria. Under one of these
criteria (section 520(1)(1)(E)),

(1) [a]ny device intended for human use—

(E) which the Secretary in a notice
published in the Federal Register before the
enactment date has declared to be a new
drug subject to section 505 * * * is classified
in class III unless the Secretary in response to
a petition [for reclassification] * * * has
classified such device in class I or II.

The transitional provisions further
provide in section 520(1)(3}(D)(i):

(3 L I

(D)(i) * * * [A] device which is described
in subparagraph * * * (E) * * * of paragraph
(1) and which is in class Ill is required, unless
exempt under subsection (g) [which governs
device investigations] of this section, to have
on and after sixty days after the enactment
date in effect an approved application under
section 515.

The provisions quoted above
specifically provide that any device
which FDA, by notice published in the
Federal Register before enactment of the
amendments, declared to be a “new
drug” subject to section 505 of the act, is
now classified in class Il and, as such,
is required either to have an approved
premarket approval application (PMA)
under section 515 of the act, or an
investigational device exemption from
such approval as provided for by section
520(g) of the act, unless the device has
been reclassified by FDA into class I or
IL. Section 501(f)(1)(C) of the act (21
U.S.C. 351(f)(1)(C)) provides in relevant
part that a device shall be deemed to be
adulterated:

(B(1) If it is a class III device—{C) which
was classified under section 520(1) into class
111, which under such section is required to
have in effect an approved application under
section 515, and which does not have such an
application in effect.

Thus, any transitional device that
does not have the required approved
PMA is adulterated and is, therefore,
prohibited from interstate commerce
under section 301(a) of the act (21 U.S.C.
331(a)).

In a notice published in the Federal

. Register of September 30, 1975 (40 FR

44844}, FDA declared that all soft
contact lenses, defined as all contact

. lenses consisting. of polymers other than

polymethyl-methacrylate (PMMA), e.g.,
cellulose acetate butyrate (CAB),
polycarbonate, silicone, and
hydroxyethylmethacrylate (HEMA),
were “new drugs” subject to premarket
clearance under section 505 of the act.
The notice, which also included a
proposed regulation to codify this
position, states that since the
introduction of soft contact lenses in the
19860's FDA has regarded all contact
lenses made from non-PMMA materials
as ‘new drugs,” and explains that the
agency's decision to regulate them under
section 505

* h

was based on a recognition that new
plastic materials that had not been shown to
be safe or effective for use were being
introduced for use in the manufacture of
contact lenses. The introduction of these new
materials led to new lens design and use,
new manufacturing methods, and new
methods for lens care. The Food and Drug
Administration is concerned that the use of
these contact lenses may result in serious eye
damage if the new material of which they are
composed is unsafe for use in the eye, if the
user cannot feasibly carée for the lenses, or if

" the highly complex procedures for the

manufacture of these lenses are not carefully
controlled to assure a product of uniform
quality.

The notice went on to describe the
types of studies that FDA concluded
sponsors need to conduct to determine
the safety of soft contact lenses and the
factors that need to be taken into
account to assess the adequacy of the
procedures for manufacturing such
lenses (see 40 FR at 44845; September
30, 1975).

As a result of the 1975 declaration and
proposal, under the transitional
provisions discussed above, non-PMMA
contact lenses on the date of the
amendments were automatically
classified into class III without need for
regulations or other action on the part of
the agency. Nonetheless, in a notice
published in the Federal Register of
December 16, 1977 (42 FR 63472) (the
transitional notice), FDA provided all
interested persons further notice that «
various generic types of devices,
including soft contact lenses, were class
I11 devices subject to the premarket
approval requirements of section 515 of
the act. In addition, FDA affirmed the
class III status of soft contact lenses in a
notice published in the Federal Register
of January 13, 1978 (43 FR 1966). The
January 13, 1978 notice, which withdrew

. the 1975 proposed regulation but did not

affect its declaration, stated:
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Those [contact lenses] that do not consist
entirely of [PMMA] are * * * subject to the
transitional provisions of section 520(1) * * *
and therefore may not be commercially
distributed without premarket approval.

C. The Legal Standard Governing

Reclassification Under Section 513(e) =~

Section 513(e) of the act authorizes
FDA to reclassify a device based on
“new information” respecting the
device. The term “new information”
comprehends information developed as
a result of a reevaluation of the data
before the agency when a device was
classified, as well as information not
presented, not available, or not
developed at that time. See, e.g.,
Holland-Rantos v. United States
Department of Health, Education, and
Welfare, 587 F.2d 1173, 1174, n. 1 (D.C.
Cir. 1978); Upjohn v. Finch, 422 F.2d 944
(6th Cir. 1970); Bell v. Goddard, 366 F.2d
177 (7th Cir. 1966). In each of the cited
cases,-FDA had taken final action to
withdraw approval of a marketing
permit, rather than to effect a change
that would relieve manufacturers of the
obligation to obtain such a permit, as the
proposal would do here. But the basis
for both types of actions is the same,
namely, a reevaluation made in light of
changes in “medical science.” Upjohn v.
Finch, supra, 422 F.2d at 951. The agency
believes, therefore, that the act permits
a reevaluation based on such changes to

. support reclassification of a device,
whether from class III into class I {or
class II), class II into class I (or class III),
or class I into class II (or class III).

The “new information” on which any
reclassification is based is required to
consist of “valid scientific evidence,” as
defined in section 513(a)(3) of the act
and § 860.7(c) of the regulations. As
specified in § 860.7(c)(1), FDA relies
upon only such evidence to determine
whether there is reasonable assurance
that a device is safe and effective. For
the purposes of reclassification, the
valid scientific evidence upon which the
agency relies is required to be publicly
available, i.e., may not be based on
trade secret or confidential commercial
information in PMA'’s (section 520(c) of
the act), or on the detailed summaries of
information respecting the safety and
effectiveness of devices for which there
are approved PMA'’s (section 520(h)(3) of
the act). FDA is required to make these
summaries available to the public upon
issuance of orders approving PMA’s
(section 520(h)(1) of the act). .

To reclassify a device under section
513(e) of the act, the statute and the
regulations require that the new,
publicly available, valid scientific -
evidence of safety and effectiveness
show (1) why the device should not
remain in its present classification and

(2) that the proposed reclassification
will provide reasonable assurance of the
safety and effectiveness of the device. In
the case of a device classified in class III
and propbsed for reclassification into
class I, the statute and the regulations
require such evidence of safety and
effectiveness to show (1) why the device
should not remain in class Il and {2)
that general controls will provide
reasonable assurance of the safety and
effectiveness of the device.

Based on a careful review of new,
publicly available, valid scientific
evidence, FDA has tentatively
concluded that daily wear spherical
contact lenses consisting of certain rigid
gas permeable plastic materials should
be reclassified into class I {general
controls). In FDA's judgment, the
information discussed in this preamble

. shows that the devices are safe and

effective for their intended use, and FDA
believes that the general controls
provisions of the act are sufficient to

- provide reasonable assurance of the

safety and effectiveness of the lenses.
The decision to propose reclassification
into class I, rather than class II once a
performance standard-is in effect, is
based on FDA's belief that although
sufficient information exists to establish
a standard to provide reasonable
assurance of the safety and
effectiveness of daily wear spherical
contact lenses consisting of certain rigid
gas permeable plastic materials, there is’
no need to establish a performance
standard to provide such assurance.

. IL Identification of the/Device

For the purpose of reclassification,
FDA is identifying this generic type of
device as a daily wear spherical contact
lens consisting of rigid gas permeable
plastic materials. Such a lens is
indicated for daily wear for the
correction of myopia, hyperopia, or
aphakia. Because the requisite publicly
available safety and effectiveness data
that FDA may use as the basis for
reclassification apply only to a contact
lens composed of a limited number of
materials, a lens subject to this proposal
is composed only of the following: (1)
Cellulose acetate butyrate (CAB); or (2)
Polyacrylate-silicone.

This proposal applies to any daily
wear spherical contact lens that is made
of the materials listed above and that
has received premarket approval, and
any contact lens FDA determines to be
substantially equivalent to such
approved lenses.

Contact lenses composed of CAB or
polyacrylate-silicone are characterized
as chemically and physically stable
under the conditions of their intended
use, optically clear;, nontoxic, and

nonallergenic. Such lenses do not
support bacterial growth and are
generally benign to corneal tissue. They
provide gas permeability, wettability, or
tear pumping action to ensure healthy
maintenance of corneal tissue. There
generally is no significant leaching of
substances from contact lenses
composed of CAB or polyacrylate-
silicone. Those leachables present are of
minimum concentration and are
nontoxic and nonirritating.

Rigid lenses consisting of cross-linked
PMMA are not included in this proposal
because FDA has tentatively concluded
that such lenses are PMMA lenses
within the meaning of the 1975 proposal,
and therefore do not require premarket
approval. When FDA issued that
proposal, certain lenses that were
thought to consist entirely of PMMA,
and which FDA regulated as devices
rather than new drugs, actually were not
pure PMMA. Such lenses consisted of
PMMA and several ingredients (Refs. 1
and 2), including catalysts {e.g.,
benzoylperoxide), cross-linking agents,
comonomers, or chain transfer agents.

In the 1978 notice that withdrew the
1975 proposal, FDA stated:

The Commissioner of Food and Drugs
recognizes that issues may arise as to
whether particular contact lenses would have
been regarded as devices or as new drugs
before the Medical Device Amendments.
These issues are relevant in determining
whether particular contact lenses are subject
to premarket approvad by virtue of the
transitional provisions. The Commissioner
believes that such issues, if they arise, should
be addressed on a case-by-case basis or in
the future regulations classifying contact
lenses that are not subject to the transitional
provisions {43 FR 1966).

FDA cautions that, except for cross-
linked PMMA lenses that FDA
determines are substantially equivalent
to PMMA lenses, cross-linked PMMA
lenses remain in class IIl and may not
be distributed in commerce without
premarket approval. In at least one case,

-FDA already has determined that a

cross-linked PMMA lens is substantially
equivalent to a PMMA lens (Ref. 3). For

> the purpose of determining whether

cross-linked PMMA lenses in general
should be regarded as PMMA lenses,
FDA will issue a Federal Register notice
reopening the administrative record and
the comment period in the rulemaking
proceeding to classify PMMA lenses,
which FDA has proposed to classify into
class II (47 FR 3694 at 3736; January 26,
1982). Cross-linked PMMA lenses will
continue to be a class III device subject
to the premarket approval provisions of
the statute unless FDA concludes that
they are PMMA lenses and includes
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them in the final regulation classifying
PMMA lenses.

Multifocal (including bifocal),
asgpherical, and toric contact lenses
consisting of rigid gas permeable plastic
materials are excluded from this
proposal because FDA is not aware of
adequate new, publicly available, valid
scientific evidence showing that such
lenses are safe and effective.

This proposal would not exempt
tinted contact lenses from the color
additive provisions in section 708 of the
act (21 U.S.C. 376). Regardless of
whether a rigid gas permeable plastic
contact lens is classified into class I, °
class II, or class I, a color additive in
such a lens that comes in direct contact
with the body of man or other animals
for a significant period of time is subject
to regulation under section 708. {See 21
U.S.C. 376.) Any rigid gas permeable
plastic contact lens that bears or
contains a color additive accordingly is
deemed to be adulterated under section
501(a)(4) of the act (21 U.S.C. 351(a)(4))
and thus prohibited from commerce
unless, among other things (1) there is in
effect, and such additive and such use
are in conformity with, a regulation
issued under section 706(b) of the act (21
U.S.C. 376(b}) listing such additive for
such use or.(2) such additive and such
use conform to the terms of an
exemption which is in effect pursuant to
section 706(f) of the act (21 U.S.C.
376(f)).

II1. Reasons for the Proposal

To determine the proper classification
of the device, FDA considered the
criteria specified in section 513(a)(1) of
the act. For the reasons discussed
below, FDA has tentatively concluded
that the general controls authorized by
or under sections 501 (adulteration), 502
(misbranding), 510 (registration, listing,
and premarket notification}, 516 (banned
devices), 518 (notification and other
remedies), 519 (records and reports), and
520 (general provisions including current
good manufacturing practice '
requirements) of the-act (21 U.S.C. 351,
352, 360, 360f, 360h, 360i, 360j) are
sufficient to provide reasonable
assurance of the safety and
effectiveness of daily wear spherical
contact lenses composed of CAB or
polyacrylate-silicone.

1. New, publicly available, valid
scientific evidence shows that the
device is safe and effective for its
intended use. The safety of the device
also is shown by the absence of reports
in the literature of serious, irreversible
abverse effects on health presented by
the device. Additionally, FDA notes that
no such alleged effects have been

" reported to the agency’s Device

Experience Network (DEN}).

-2. The materials that contact the eye
that are used in the device have been
shown to be generally acceptable and to
have known acceptable properties (Ref,
4). FDA's guidelines for toxicological,
microbiological, and clinical evaluation
of contact lenses and guidelines for
contact lens manufacturing controls
have been used by contact lens
manufacturers for premarket clearance
submissions (NDA’s and PMA’s) for the
past 10 years (Ref. 5). A guideline
developed by the former U.S.
Interagency Regulatory Liaison Group
describes test methods used to evaluate
acute eye irritation (Ref. 8). Autian
provides additional information on
toxicological evaluation of biomaterials
{Ref. 7) and Galin, et al., provide data on
the use of tissue culture methods to test
toxicity of ocular plastic materials (Ref.
8). -

3. Current methods of chemical and
physical analyses of materials allow
determination of purity, structure, and
solubility of polymers, and the presence
of trace elements (Ref. 7).

.4. FDA believes that clinically
significant properties and design
characteristics of the device-include

" total effective oxygen transport to the

cornea by gas permeability and tear
pumping; degree of surface wetting;
dimensional stability under normal use,
including cleaning and handling; optical
transmission and refractivity; tensile
and flexural stregth and recovery from
deformation; and abrasion and impact
resistance. By including in.this proposal
only those rigid daily wear spherical
contact lenses that consist of CAB and
polyacrylate-silicone and that have
received premarket approval and any
contact lenses found by FDA to be
substantially equivalent to such
approved lenses, the agency believes the
clinically significant properties and
design characteristics listed above will
be assured, should any of the lenses -
proposed for reclassification actually be
reclassified.

5. FDA recognizes that all the general
controls provisions of the statute apply
to the device. Of particular importance,
however, are the premarket notification
procedures (21 CFR 807.87), which
enable FDA to determine substantial
equivalence, and the current good
manufacturing practice (GMP)
regulations (21 CFR Part 820), which
apply to all devices. To establish that a
new lens is substantially equivalent to
any currently marketed lens that is
reclassifed, the manufacturer should be
prepared to demonstrate substantial
equivalence in terms including, but not

limited to, design; composition; optical
transmission (and homogeneity) and
index of refraction; and other physical
properties including oxygen
premeability, chemical and physical
stability, tensile and flexural strength;
biocompatibility, including cytotoxicity,
eye irritation, and nonsupport of i
bacterial growth; impurities; leachables;
heavy metal levels; preservative uptake
and release; and lens care/cleaning
regimen compatibility. All these
properties relate to the basic:
characteristics of the device. To
establish substantial equivalence, the
manufacturer also will be required to
demonstrate compliance with 21 CFR
Part 820. FDA may permit such a
showing to be made in a premarket
notification submission containing a
detailed description of the methods used
in, and the facilities and controls used
for, the manufacture, processing, and

-packing of the device and how such

methods, facilities, and controls meet
the requirements of the regulations.

In the transitional notice, FDA stated
that some of the types of devices
formerly regarded by the agency as new

-drugs—including soft contact lenses—

and for which premarket approval is
required “may be adequately regulated
under performance standards.” {See 42
FR at 63474; December 16, 1977.) In that
notice, FDA also stated: “[U]ntil a
performance standard applicable to any
[of certain specified products, including
soft. contact lenses] is established and
becomes effective, that product will
continue to be subject to premarket
approval.” A performance standard for
rigid gas permeable contact lenses could
address, among other things,
biocompatibility, oxygen permeability,
polymer ratios and other specifics of
composition, assays for the purity of
materials, leaching, biodegradability,
configuration and design, and cleaning
and disinfection. FDA expressed
concerns about some of these variables
and the need for manufacturing controls
to assure uniform quality in the 1975
notice declaring such lenses as new
drugs. (See section LB. above).

* This proposal to reclassify daily wear
spherical contact lenses composed of
CAB or polyacrylate-gilcone into class I,
rather than into class Il upon the
effective date of a performance standard
promulgated in accordance with section
514 of the act, is based on FDA's
tentative conclusion that general
controls are sufficient to provide
reasonable assurance of the safety and

- effectiveness of such lenses. FDA

believes that sufficient information
exists to establish a section 514
standard to provide reasonable
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assurance of the safety and
effectiveness of the device; however,
FDA does not believe it is necessary to
establish such a standard to provide
such assurance.

FDA notes that in 1975, when the
agency declared as new drugs all
contact lenses that did not consist
entirely of PMMA, there was relatively
little publicly available information
about, or experience with, non-PMMA
lenses, and the materials from which
such lenses were being manufactured
had not been shown to be safe or
effective for use. As discussed in section
IV of this notice, since the late 1970's
rigid gas permeable contact lenses have
been marketed in substantial numbers
in this country, and they have been
shown to be safe and effective. FDA
believes that this marketing experience
reflects such lenses’ basic
biocompatibility and
nonbiodegradabilityt and the feas1b1hty '
of cleaning and disinfecting them.
Application of the premarket
notification requirements set out in
section 510(k) of the act (21 U.S.C.
360(k)) and § 807.87 of the regulations,
including the requirement that .
manufacturers demonstrate substantial.
equivalence to reclassified marketed
lenses with respect to design,
composition, optical properties,
blocompatibility, and other basic
characteristics of the device referred to
earlier in this section of the preamble,
will enable FDA to-ensure. that only

. daily wear spherical rigid gas permeable
contact lenses that are safe and
effective will be marketed. The GMP

- regulations require all manufacturers to
prepare and implement quality
assurance programs intended to assure
that devices will be of uniform quality,
safe, effective, and otherwise in
compliance with the act. Application of
the GMP regulations will enable FDA to
ensure that only daily wear spherical
rigid gas permeable contact lenses of
uniform quality are marketed. For all
these reasons, FDA believes that a

performance standard is not necessary
to assure biocompatibiljty,
nonbiodegradability, or the other

-composition and design characteristics
referred to above, or to ensure the
manifacture of lenses of uniform
quality.

IV. Summary of the Data on Wlnch the
Proposed Reclassification is Based

A. Preclinical Data

The first patent for a PMMA contact
lens was granted in 1950 (Ref. 10). In
recent years, other rigid plastic
materials have been developed and used
- for contact lenses. The first CAB lens

was approved by FDA in 1978. A
polyacrylate-silicone lens was approved
in 1979. At present, approximately 1
million people in the United States wear
contact lenses consisting of CAB or
polyacrylate-silicone (Ref. 11). Since the
introduction of such lenses, few reports
of adverse reactions or complications
have been described in the literature, or
submitted to FDA through its DEN. FDA
recognizes that the DEN is wholly
voluntary and, as such, cannot
reasonably be expected to receive
reports of all adverse reactions or
complications from rigid gas permeable
contact lenses composed of CAB or
polyacrylate-silicone. FDA believes,
however, that the reports received
through the DEN are representative of
some of the types of adverse reactions
or complications that may result from
the use of such lenses. As of September

1982, the DEN contained three reports of”

adverse reactions to such lenses, and
three reports of adverse reactions to
lenses whose type could not be
identified (Ref. 12). None of these
reports indicated that any serious,
irreversible adverse effects had
occurred as a result of CAB or
polyacrylate-silicone rigid contact lens
wear, , .

Corneal tissue integrity and wearer
comfort are important considerations in
the safe use of daily wear contact
lenses. The lack of oxygen permeabiligy
of PMMA lenses, if not offset by tear

- pumping action, has been linked to

corneal edema and subsequent wearer

- discomfort (Ref, 13). In fact, a study by

Mandell (Ref. 14) indicates that even a
carefully designed PMMA contact lens
fitted by the most skilled practitioner
may cause some level of edema. In
contrast, the gas permeability of contact
lenses consisting of CAB or
polyacrylate-silicone copolymers allows
direct transmission of oxygen to corneal
tissue {Refs. 15 and 16). Additional
advantages ascribed to rigid gas
permeable contact lenses include
greater wearer comfort and less
probability of corneal abrasion from
physiological insult than have been
experienced with PMMA contact lenses
(Ref. 13).

Contact lenses composed of CAB are
chemically stable, optically clear,
nontoxic, and nonallergenic (Ref. 17).
The edge thickness and contour.of rigid
plastic contact lenses, including CAB,
are two important factors in determining
tolerance by the patient (Ref. 18). Morris.

and Lowther measured the thickness of *
- two types of CAB contact lenses (17

lenses in total) at different distances
from the edge, and edge contours were
viewed microscopically (Ref. 18}, A

difference in thickness and contour was
found among CAB contact lenses
produced by different manufacturers.
This difference could affect contact lens
comfort. Because the edges of contact
lenses are made in standard shapes and
not to patient specifications, -
adjustments in edge thickness and
contour can be made after patient
fitting, if needed (Ref. 19). These
adjustments, which may include |
flattening the lens curve, thinning the
front surface, or polishing the edge itself,
are considered standard practice after
patient fitting (Ref. 19). The surface
tension of CAB contact lenses is lower
than that of PMMA contact lenses, thus
facilitating wettability of the contact
lens surface (Ref. 17). For PMMA lenses
to exhibit wettability comparable to that
of CAB lenses, PMMA lenses need to be
treated with wetting solutions (Ref. 17).
Polyacrylate-silicone copolymer
contact lenses consist of complex
siloxanyl methacrylate polymers (Refs.
20 and 21). Such lenses contain PMMA
for rigidity and polymerized-silicone for -
oxygen permeability (Refs. 20 and 21).
They are characterized as optically
clear, chemically stable, nontoxic,
nonallergenic, oxygen permeable,
wettable, and scratch and break
resistant (Refs 20 and 21). As-noted for
CAB contact lenses, variations in the
edge thickness and coutour of
polyacrylate-silicone lenses do occur,
even among contact lenses produced by
an individual manufacturer (Ref. 18).
FDA believes this concern can be
addressed through standard adiustments
or edge modifications after patient
fitting (Ref. 19). Design specifications of
these contact lenses include
specifications for diameter, edge lift,
center and edge thickness, lens flexure,
and lenticular construction {a-carrier rim
surrounding the central optical zone) .
and have been described (Ref. 21). The
availability of practical fitting
information to ophthalmologists and
optometrists increases the likelihood of
effective fitting and wearing. This
information can be specified in labeling
and assured through general controls.

B. Clinical Data on Spec:ﬁc Rigid Gas
Permeable Lenses

1. Cellulose acetate butyrate(CAB).
Kline and DeLuca (Ref. 22) studied the
clinical response of 100 randomly
selected myopic patients who had been
fitted with CAB contact lenses. The
purpose of the study was to evaluate the
advantages and disadvantages of CAB

- lenses. The lenses used in the study had

an index of refraction of 1.475. The
average center thickness was 0.20
millimeter (mm) and average edge
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thickness was 0.15 mm. The optic zone
was 1.4 mm less than the diameter.
There were three peripheral curves 1.5
mm progressively flatter than the base
curve. The diameters used ranged from
9.2 mm to 10.8 mm. .

Of the 100 myopic patients, 52 were
female and 48 were male. Patients
ranged from 16 to 41 years of age.
Seventy-five of the 100 patients had
been unsuccessful in previous attempts
to wear PMMA or hydrogel (soft)
cantact lenses, and 25 patients were
first-time contact lens wearers. The
flattest keratometry readings ranged
from 41.75 to 50.00 diopters. Eight hours
of wearing time was intended to be
reached within 1 week beginning with 3
hours on the day of dispensing.

Criteria for success included an
assessment of visual acuity, subjective
response, corneal physiology, and lens
performance. Spectacle blur was
assessed by measuring visual acuity
- with the spectacle prescription after
removal of lenses. Patients were
considered successful wearers if they
experienced comfort, a minimum
wearing time of 8 hours a day, visual
acuity of 20/25 or better, no corneal
edema, no vascularity, no significant
bulbar conjunctival injection, no
significant corneal staining, no increase
in follicular hypertrophy-of the superior
palpebral (upper eyelid) conjuctiva, and
no spectacle blur.

Of the 100 patients studied, 79 were
successful wearers, while 21 were
unsuccessful and discontinued use of
the CAB lens. Of the 75 patients who
had been successful PMMA or hydrogel
(soft) contact lens wearers, 57 patients
(77 percent) were successful with CAB
lenses and 18 patients (23 percent) were
unsuccessful. Of the 25 patients who -
were first-time lens wearers, 22 patients
(88 percent) were successful and 3
patients (12 percent) were unsuccessful.
Of the total of 21 patients who
discontinued lens wear, 1 patient had
spectacle blur, 2 patients had corneal
edema and discomfort, 2 patients had
fluctuating visual acuity and discomfort,
and 16 patients had problems limited to
discomfort. Corneal staining at the 3 and
9 o'clock positions of the eye occurred in
20 of 200 eyes. Mild bulbar conjunctival
infection developed in 16 eyes, and
moderate infection developed in 6 eyes.
Overall, 72 patients reported good
comfort with the lens; 8 patients
reported fair comfort {lens awareness);
and 20 patients had poor comfort and -
could not tolerate the CAB lens.

Over 50 percent of the patients were
fitted “on-K,” with the remaining almost .
equally divided between “steeper than -
K" and “flatter than K.” Fitting
relationship to K readings and lens

diameter was analyzed to show possible
correlation with comfort and successful
wear. Although the results were not
reported as statistically significant,
lenses fitted “flatter than K" resulted in
a higher percentage of poor comfort than
the other two categories. Also, a higher
percentage of failures were associated
with lenses fitted “flatter than K.”
Success and failure were approximately
the same for each diameter. Lenses were
changed an average of 1.67 times on
successful patients and 4.8 times on
unsuccessful patients. No significant
changes in base curves or powers of
CAB lenses wére found following lens
wear. ’

The study showed that of 100 patients
fitted with CAB lenses, 79 percent were
successfully fitted for correction of
myopia. The small incidence of
spectacle blur with CAB lenses
represents a significant advantage of
this type of lens. Two patients with
fluctuating vision had residual
astigmatism requiring toric contact
lenses. Reported glare (“watery” o
“blurry” vision) was relieved by fittmg
larger diameter lenses. Discomfort was
the major problem of patients adapting
to CAB lenses. Of 107 eyes

. unsuccessfully fitted with previous

lenses because of edema and
discomfort, 80 were successfully fitted
with CAB lenses (75 percent). This
study, which was limited to myopic
patients, showed a high rate of success
with this CAB lens and strongly
supports its safety and effectiveness for
myopic correction.

Sigband (Ref 23) reported on the
clinical experience of 65 patients who
previously had been unable to wear
contact lenses and who were fitted with

lathe-cut CAB contact lenses. The CAB

lens used in the study ranged in power
from —1.00 to —6.00 diopters; diameters
were 8.8 mm, 9.2 mm, or 9.6 mm. Sixty of
the 65 patients had been unable to wear
PMMA lenses, and 5 had been unable to
wear hydrogel (soft) contact lenses. The
majority of patients {54) were myopic, 4
were hyperopic, and 7 were aphakic. Of
the 65 patients fitted with CAB lenses, 7
were lost to followup. Of the remaining
58 patients, 48 patients (83 percent) were
successful, and 10 patients were not
successful wearers. Of the five patients
who had been unable to wear hydrogel
(soft) lenses, four patients (80 percent)
were successfully refitted with CAB
lenses. The seven patients lost to
followup had previously been
unsuccessful as PMMA lens wearers. Of
the remaining 53 patients who had been

“unable to wear PMMA lenses, 44

patients (83 percent) were successfully
refitted with CAB lenses. The primary
cause of the 10 failures was lack of -

comfort (8 patients). One aphakic
patient was unable to manipulate the
lens, and one patient’s lens developed
deposits. Thirty-seven patients wore the
CAB lenses at least 2 years; of these, 11
wore their lenses for 3 years or more.
This study showed that this CAB lens
was safe and effective in 85 percent of
65 patients who were unable to wear
hard or hydrogel (soft) contact lenses.
The use of CAB lenses in patients who
had been unable to wear PMMA contact
lenses also has been reported by Hales
(Ref. 24), who conducted a study of 50
patients selected from a private clinical
practice. Thirty-five of the 50 patients
were female and 15 were male. Patients
ranged in age from 12 to 57 years, with
an average of 27 years of age. All eyes
were normal (nondiseased), and all

-patients had previously discontinued

use of PMMA contact lenses because of
discomfort, poor vision, or corneal
edema. Soft contact lenses had been
tried by 10 patients; 7 patients had
experienced discomfort or poor vision
and had stopped wearing the lenses.
Indications for use of the CAB lens
included myopia, mild hyperopia,
aphakia (lenticular lenses), astigmatism
(prism ballast lenses), and presbyopia
(bifocal lenses). The “flattest K" reading
was used to calculate the base curve.
Standard tables were used to determine
diameter and thickness. Lens wear
began with 4 hours on the first day and
increased by 1 hour each day until the
lenses could be worn all day. Criteria
for evaluation of lens wear included
comfort, excessive movement, tearing,
excessive light sensitivity, flare, halo,
pain, burning, itching, spectacle blur,
unusual eye secretions, awareness of
the lens, excessive blink rate, visual
acuity, variable vision, blurred distant
vision, reading problems, lens deposits,
and problems with manipulating the
lenses. Followup ranged from less than 2
months to more than 1 year.

Thirty of the 50 patients were
successful wearers (60 percent); of these,
24 were myopic, 3 were hyperopic, and 3
were aphakic. Twenty patients (40
percent) discontinued lens wear; 16
were myopic and 4 were hyperopic. Of
99 eyes studied (50 patients), 78 eyes (79
percent) had the same visual acuity with
the PMMA and the CAB lenses. Seven
eyes (7-percent) had better vision with
the PMMA lenses and 14 eyes (14
percent) had better vision with the CAB
lenses. With PMMA lenses, visual
acuity was 20/30 or better in 87 of the
eyes (88 percent); and with CAB lenses,
in 97 of the eyes (98 percent). Only 2
eyes had vision worse than 20/30 with
the CAB lenses. -
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No patient discontinued use of the
CAB lens due to poor vision or lens
imperfections. Of the 20 patients who
discontinued use of CAB lenses, 15
patients did so because of discomfort
and 5 because of diffuse central corneal
edema. Of the latter five patients, all
had Schirmer test results showing
decreased tear production. No patient
using the CAB lens complained of
spectacle blur. CAB lenses were
successfully replaced with new CAB
lenses in 7 patients (14 lenses).
Replacement was necessary primarily
because of lens instability resulting in
flattening of the base curve. All patients
studied had been unable to wear PMMA
contact lenses. However, 60 percent
were able to be successfully fitted with
CAB lenses. Failures with CAB lenses
were associated with inadequate tear
production and discomfort. .

This study showed that the CAB
lenses studied were both safe and
effective for the correction of myopia,

- hyperopia, or aphakia in the majority of

patients fitted who were unable to
tolerate PMMA lenses. Because
discomfort and corneal edema were
causes of failure for both CAB and
previous PMMA lens wear and because
some, but not all, persons unable to
tolerate PMMA lenses were able to
successfully wear CAB lenses in this
and other studies (Refs. 22 and 23), FDA
believes that an equivalent or higher
rate of success can be expected in
patients who have not experienced
intolerance to PMMA contact lenses.

In a smaller clinical study of nine
patients who were wearing PMMA
contact lenses, Mandell (Ref. 25)
reported decreased corneal edema when
these patients were refitted with CAB
lenses. The average corneal swelling
was 6.65 percent with PMMA lenses and
2.35 percent with CAB lenses. This study
supports the conclusions from
previously cited studies that in certain
patients rigid gas permeable CAB lenses
are safer than PMMA lenses.

Garcia (Ref. 26) evaluated the safety
and effectiveness of CAB lenses for
extended wear in aphakia. The power of
the lenses used in the study ranged from
+7.0 to +21.5 diopters with an average
of 14 diopters. The diameters ranged
from 8.5 to 10.4 mm, with most having a
—3.00 power lenticular carrier. Corneal
astigmatism ranged from 0 to 5 diopters
with an average of 1.6 diopters.

One hindred and two patients (139
eyes) were fitted with CAB lenses at the
mean keratometry reading or steeper. Of
these 102 patients, 98 patients (134 eyes)
were followed for an average of 2 years.
Of the 102 patients, 54 were male and 48
were female. Patients ranged from 43 to
88 years of age, with a mean of 84.2

years of age. Some patients who were
initially considered for the study had no
difficulty removing or inserting a lens
and had no desire to attempt extended
wear. These patients were excluded
from the study, but it was noted that

many of these patients occasionally left

their lenses in overnight as a matter of

convenience, suggesting high tolerance

for this lens. The exact number of these
patients was not stated.

All patients included in the study
achjeved visual acuity equal to or better
than the best spectacle correction.
Spectacle blur was present, but was two
lines or less upon immediate removal of
lenses. After several weeks, changes in
corneal astigmatism ranged from —1.00
to +0.50 diopter with an average of
—0.08 diopter. Of the 102 patients, 4
patients (5 eyes) were immediately
unsuccessful in wearing the lens. Of
these failures, one patient had
decreased visual acuity and difficulty in
recentering the lens when it slipped off
the cornea; two patients (three eyes) had
edema and blurred vision on arising;
and one patient was described as “too
nervous.” The remaining successfully
fitted 98 patients (134 eyes) were
followed from 3 to 60 months with an
average of 24.75 months.

At the conclusion of the study, a total
of 17 patients (17 percent) with 22 eyes
(16 percent) had discontinued extended
wear. This number includes the four
patients who were immediately unable
to wear the lens. The reasons for failure
included edema (four patients),
discomfort and lack of tint causing
difficulty in finding a decentered lens
(four patients), excessive dislocations
and lack of tint (three patients), cystic
macular edema (one patient), poor fit
{one patient), dusty environment (one
patient), repeated conjunctivitis {one
patient), nervousness (one patient),
unknown (one patient). Topical

" medications (drops) for treatment of

glaucoma in five patients (nine eyes) did
not interfere with lens wear except for
occasional dislocations when inserting
the drops. Nine patients (14 eyes) with
significant ocular problems in addition
to aphakia were successfully fitted with
these lenses. The additional ocular
conditions included recurrent uveitis,
Behcet's disease, postoperative
staphylococcal endophalmitis, and
wound dehiscence secondary to
postoperative trauma. Lens removal for
cleaning ranged from removal every 4 to
7 days to every 3 to 6 weeks. The
accumulation of mucus and oily deposits
on the lenses was a common problem
and varied in severity. There were no
cases of corneal vascularization. Early
in the study, conjunctival cultures were
performed on a small group of patients.

The exact number was not stated. There
was no significant increase in bacterial
flora.

This study showed that CAB contact
lenses for extended wear were safe and
effective for 80 percent of the apakic
patients included in the study. FDA
believes that if these lenses can be
safely and effectively worn on the eye
continuously for days, weeks, or
months, the same lenses can be
expected to be safe and effective for a
lesser period, such as for daily wear.

Another study examining
effectiveness and corneal response to
extended wear of CAB contact lenses in
aphakia was reported by Kaplan and
Trimber (Ref. 27). The CAB lenses used
in this study were manufactured by
thermo-compression molding. Thirty
patients (41 eyes), who ranged from 51
to 81 years of age with an average of
65.0 years of age, were fitted with the
lens 8 weeks after cataract extraction,
Patients who were able to tolerate the
lens were allowed to wear it for
extended periods of time. Most patients
wore' their lenses continuously for 1 to 2

. months. All 30 patients (41 eyes) were

able to wear CAB lenses for extended
periods of time. Visual acuity with the
lens was 20/20 or better in 17 patients,
20725 or 20/30 in 19 patients, and 20/40
or 20/50 in 5 patients.

For each of the 30 patients (41 eyes)
with extended wear CAB lenses, the
corneal thickness was measured and
compared to unoperated fellow eyes not
wearing a contact lens, to aphakic eyes
with spectacle correction not fitted for
contact lenses, and to aphakic eyes with
daily wear CAB lenses. Corneal
thickness of the 41 eyes averaged 0.550
mm. Fourteen of the 30 patients with
extended wear CAB lenses had
unoperated fellow eyes not wearing a
contact lens. In these patients, the
corneal thickness of eyes with extended -
wear CAB lenses averaged 0.548 mm;
the fellow eyes measured an average of
0.515 mm, The average corneal thickness
of the eyes of 25 aphakic patients with
spectacle correction not fitted for
contact lenses was 0.525 mm. The eyes
of 13 aphakic patients with daily wear
CAB lenses had an average corneal
thickness of 0.538 mm. Previous studies
of a normal population and those with
extended wear soft contact lenses
showed an average corneal thickness of
0.518 mm (Ref. 28) and 0.570 mm (Ref.
29), respectively. The extended wear
CAB lenses used in this study produced
minimal effects on corneal thickness
while providing an effective correction
of visual acuity for aphakic patients.
FDA believes that this study shows that
this lens was safe and effective for
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extended wear in aphakic patients and
that this lens could be expected to be
safe and effective for daily wear in
aphakics.

FDA has tentatively concluded that
these studies constitute valid scientific
evidence demonstrating the safety and
effectiveness of all marketed daily wear
spherical CAB lenses.

2. Polyacrylate-silicone copolymer.
Poster (Ref. 30) followed for 3 months
115 patients fitted with polyacrylate-
silicone contact lenses. The lens used in
this study was designed to allow the
periphery and peripheral portion of the
outer optical zone to align with the
cornea. The center thickness of the lens
was 0.07 mm. The geometry of the
posterior surface of the lens, which
contained secondary and tertiary
curves, was used to determine lense
positioning.

Of the 115 patients, 87 were female
and 28 were male. Patients ranged from
10 to over 60 years of age. Of the 115
patients, 65 patients {56.5 percent) had
been unsuccessful wearers of PMMA
lenses because of limitations of wearing
time and problems with comfort, edema,
and staining, and 21 patients (18.3
percent) had been successful with
PMMA lenses. Twelve patients (10.4
percent) had been unsuccessful with
hydrogel (soft) contact lenses, and four
patients (3.5 percent} had been
successful with soft lenses. Thirteen
patients (11.3 percent) were first-time
contact lens wearers. Patients with
diseased eyes, with the exception of
patients with keratoconus, and patients
with history of allergic reactions to
" contact lenses or solutions, were
excluded from the study.

The evaluation of a successful fit
included lens performance, over-
refraction, visual acuity, comfort, lens
- positioning, physiological responses,
and the ability to wear the lens for at
least 10 hours per day with no
significant symptoms or adverse
physiologic responses, The criteria for a
well-fitted lens included minimal apical
clearance with alignment of the
peripheral curves and peripheral portion
of the optical zone. The lenses used in
this study ranged in power from plano to
—10.50 diopters, with the majority
ranging from —1.25 to —6.75 diopters.
Excluding 5 keratoconus patients, base
curves ranged from 7.20 mm to 8.10 mm.
Most patients were fitted within £0.15°
mm of the flattest keratometry reading.

Of the 115 patients fitted with the
lenses, 104 patients (90.4 percent) were
successful. Of the 11 unsuccessful
wearers, 5 were not followed up (several
were having difficulty in adapting); 4
were switched to another lens material
(reason not stated); and 2 had a history

of corneal problems from previous
PMMA lens wear. Good or excellent
comfort was reported at 98.5 percent of
all visits. Minimal symptoms, which
ceased after the first weeks of wear,
included some burning or itching (five
patients), mild halos (one patient}, mild
injection (four patients), dryness (two °
patients), staining (five patients), and
mild edema (two patients). Staining from
PPMA lens wear was resolved or
decreased with use of the polyacrylate-
silicone lens in four patients. In
addition, several patients (number not
stated) with significant corneal

" distortion including extensive edema,
_edematous corneal formations, and

central corneal clouding, returned to a
more physiologically normal corneal
curvature. '

The polyacrylate-silicone lens used in
this study was effective in 90.4 percent
of myopic patients studied. No serious
adverse physiological responses
occurred, even among unsuccessful
wearers. Thus, the lens also was shown
to be safe in patients in the study.

Sarver, et al. (Ref. 31), reported on a
study of 46 patients who had been
unable to wear PMMA lenses and who
were fitted with polyacrylate-silicone
lenses. The 46 patients, who were fitted
with the lenses over an 18-month period,
ranged from 17 to 55 years of age, with a
mean age of 51 years. Thirty-eight were
female and eight were male. In 40
patients (87 percent), the reasons for
failure with PMMA lenses included
significant edema associated with
discomfort, spectacle blur, and limited
wearing time; 6 patients (13 percent)
experienced discomfort or flare without
edema.

Forty-two patients were fitted with
polyacrylate-silicone lenses having the
same dimensions as their best-fitting
PMMA lenses. The remaining four
patients were fitted with larger diameter
lenses to reduce flare and edge
reflections. The mean center thickness
of the lenses used in this study was 0.14
mm. The powers of the spherical lenses
ranged from —8.50 to 5.75 diopters, with
a mean of —3.44 diopters. The
cylindrical corrections ranged from
plano to —3.25 diopters, with a mean of
0.90 diopter. The flat keratometry
reading ranged from 39.25 to 46.00
diopters, with a mean of 43.04 diopters.

Of 46 patients (92 eyes), 31 patients
(67 percent) were successful when
considering all of the following criteria:
wearing time, comfort, vision, corneal
edema, staining, ocular injection, and
patient appearance. Thirteen patients
(28 percent) were unsuccessful. The
response of two patients was unknown.
The 13 unsuccessful patients had
persistent discomfort in spite of lens

modifications such as base-curve
changes-and edge refinishing, These
patients had failed in attempts to wear
PMMA lenses due to edema and '
discomfort; however, discomfort alone
(not edema) was identified as the reason
for the unsuccessful use of the
polyacrylate-silicone lens. No significant
corneal edema was observed in any
patient fitted with the lenses.
Vascularization developed in three
patients (no other details stated), and
small amounts of central corneal
staining developed in three others. Most
patients reported decreased spectacle
blur with the polyacrylate-silicone lens
when compared to the PMMA lenses.

In 5 patients selected at random from
the original 48 patients, corneal
thickness was measured during an 8-
hour wearing period with each of the
polyacrylate-silicone lenses and the
PMMA lenses of the same dimension.
Measurements with each of the two lens
types were made a week apart after
weeks (number not stated) of wearing
time. After 4 hours of wear, the mean
increase in corneal thichness was 0.4
percent for polyacrylate-silicone lenses
and 3.6 percent for PMMA lenses. After ~
8 hours, slight thinning of the cornea
occurred with the polyacrylate-silicone
lens, showing a mean increase of 0.2
percent; the mean increase with PMMA
lenses was 3.6 percent.

Visual acuity was the same with the
polyacrylate-silicone lenses as with
PMMA lenses. This study, which was
intentionally biased by the selection of
patients who had failed with PMMA
lenses, showed that the polyacrylate-
silicone lens was safe adn effective for
the correction of myopia or hyperopia
for the majority of patients studied. An
absence of corneal edema and minimal
corneal thickness increases were shown
to be advantages of the polyacrylate-
silicone lens used in this study. The
major disadvantage of the lens was
discomfort in some patients. Discomfort,
however, had also occurred with the use
of PMMA lenses.

FDA has tentatively concluded that
these studies constitute valid scientific
evidence demonstrating the safety and
effectiveness of all marketed daily wear
spherical polyacrylate-silicone lenses.

V. Risks to Health

The risks associated with the use of
the device include: (1) Corneal abrasion
that may occur from a chipped edge of a
lens, a cracked lens, or poor lens design
or fit; (2) corneal edema that may occur
if lens design prevents adequate
delivery of oxygen to the cornea; (3)
corneal vascularization that may result
from inflammation or as a result of
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corneal edema; {4) rainbows or halos
around objects or blurring of vision that
may occur if a lens is worn continuously
or for too long a time; (5) excessive’
tearing, unusual eye secretions, and
photophobia, the cause of which would
have to be determined from examination
of contact lenses and eyes: and {6) giant
papiilary conjunctivitis, the exact cause
of which is unknown.

_VI. Public Comment

FDA invites comments on all aspects
of the proposa] but partxcularly on the
following issues:

1. Do the data presented in this
proposal constitute sufficient “valid
scientific evidence” of safety and
effectiveress to support reclassification
of each marketed lens consisting of CAB
or polyacrylate-silicone?

a. If not, what additional publicly
available data are there to support
reclassification?

b. If s0, are general'controls sufficient
to provide reasonable assurance of the
safety and effectiveness of the device?

c. If general controls are not sufficient
to provide reasonable assurance of the
safety and effectiveness of the device, is
there sufficient information to establish
a performance standard to provide such
assurance?

d. ¥f general controls.are not
sufficient, and there is sufficient
information to establish a performance
standard to provide reasonable
agsurance of safety and effectiveness of
the device, is a performance standard
necessary to assure any of the lens
properties or design characteristics that
FDA has identified as “clinically
significant” {see section 111 of the
preamble) or to protect against any of
the concerns raised in the 1975 notice
declaring as new drugs all contact
lenses consisting of polymers other than
PMMA {see section LB. of the
preamble)?

e. Should any reclassification take
effect {i) before or [ii) after such a
standard has been established?

2. 1s there publicly available “valid
scientific evidence” to support
reclassification of other than daily wear
spherical lenses consisting of CAB or
polyacrylate-silicone? For example,
should {2) extended wear lenses, {b)
toric lenses, or {c) oiker types of CAB or
polyacrylate-silicone lenses be included
in any reclassification? If so, what
publicly available data are there to
suppert reclassification of such other
lenses?

3. With respect to the lenses proposed
for reclassification, FDA has limited
data on their use for the correction of
hyperopia and in some cases aphakia.
May FDA reclassify a 1ens for use in the

correction of myopie, hyperopia, and
aphakia based solely or primarily on
data showing that the lens is safe and
effective {a) for the correction of
myopia? {b) for the correction of myopia
and aphakia?

4. Does specifying the materials of
which the lenses proposed for
reclassification are principally
composed adequately identify the lenses
for the purpose of reclassification?

5. As discussed in sections Il and TV ~

of the preamble, the safety or
effectiveness of a specific rigid gas
permeable contact lens is affected by its
specific compesition, design, and
various other clinically significant
properties.

a. Do the data presented in this
proposal provide sufficient “valid
scientific evidence” of the safety and
effectiveness of CAB or polyacrylate--
silicone lenses of any specific
composition, design, or other
characteristic?

b. If the data do not provide this
evidence, may e identified lenses be
reclassified becaunse of FDA's tentative
decision that the safety and
effectiveness of composition, design, or
other clinically significant properties of
specific lenses can be assured through
premarket notification submissions and
substantial equivalence determinations?

6. Is there publicly available “valid
scientific evidence” to support
reclassification of rigid gas permeable
contact lens accessories, ircluding
products for cleaning, disinfecting,
wetting, and storage? If so, what
publicly available data are thereto  »

. support reclassification of such

accessories?

VIIL Economic Impact

As discussed in section I of this
proposal, in the November 24, 1981
notice of intent FDA invited public
comment on the economic impact of any
reclassification of daily wear spheridal
contact lenses consisting principally of
rigid plastic mzterials. Although ncne of
the comments presented specific data on
the economic impact, generally the
comments from all greups stated that
reclassification would bensfit industry
and consumers by enabling small firms
to have access to newer and better
contact lens materials. Thus,
competition would increase, costs would
decrease, and employment would
increase in these small firms. Also,
comments generally stated that the
contact lens reclessification would
allow small contact lens manufacturing .

_firms to complete in the world market.

All future manufacturers of these
devices would be relieved of the cost of

complying with the premarket approval

I'd

requirements in section 515 of the act.
FDA recognizes that there may be an
economic impact on manufacturers
marketing devices that are the subject of
PMA'’s and that would be reclassifiad if
this proposal were adopted, and invites
comment regarding any such impact,
The magnitude of the economic savings
for manufacturers resulting from any
reclassification would depend on the
extent of premarket approvel stedies
that industry would have conducted had
these requirements remained in effect.
This parameter cannot be reliably
calculated to permit the ‘quantification
of the economic savings. Do any
manufacturers or other interested
persons have additional data on the
economic impact of reclassification?

After corsidering the economic
consequence of reclassifying the device
as discussed above, FDA certifies that
this proposal requires neither a
regulatory impact analysis, as specified
in Execative Order 12281, nor a
regulatory flexibility analysis, as
defined in the Regulatory Flexibility Act
(Pub. L. 98-354).
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List of Subjects in 21 CFR Part 886

Medical devices, Ophthalmic devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to the Comntissoner of Food
and Drugs (21 CFR 5.10), it is proposed
that Chapter I of Title 21 of the Code of
Federal Regulations be amended in Part
886 (which was proposed in the Federal
Register of January 26, 1982 {47 FR 3694))
by adding new § 886.5360, to read as
follows:

PART 886—OPHTHALMIC DEVICES

§ 886.5360 Dally wear spherical contact
lens consisting of rigid gas permeable
plastic materials.

(a) Identification. A daily wear
spherical contact lens consisting of
cellulose acetate butyrate or
polyacrylate-silicone is a device that is
a curved shell with a spherical surface
providing monofocal refraction to be
worn by a patient directly on the globe
or cornea-of the eye to correct refractive
errors and that is removed from the eye
and cleaned daily. A lens subject to this
section is limited to any daily wear
spherical rigid gas permeable contact
lens consisting of cellulose acetate = -
butyrate or polyacrylate-silicone in
commercial distribution as of the
effective date of this regulation, or a
lens that is determined by the FDA to be
substantially equivalent.

(b) Classification. Class I (general
controls).

Interested persons may, on or before
December 27, 1982, submit to the
Dockets Management Branch (address
above) written comments on this
proposal. Two copies of any comments
are to be submitted, except that
individuals may submit one copy.
Comments are to be identified with the
name of the device and the docket
number found in brackets in the heading
of this document. Received comments
may be seen in the office above between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: November 5, 1982,

Arthur Hull Hayes, Jr.,
Commissioner of Food and Drugs.
[FR Doc. 82-32332 Filed 11-24-82; 8:45 am]
BILLING CODE 4160-01-M

21 CFR Part 886
[Docket No. 82N-0179]

Proposed Reclassification of Dalily
Wear Optically Spherical Hydrogel
(Soft) Contact Lenses

AGENCY: Food and Drug Administration
ACTION: Proposed rule.

- SUMMARY: The Food and Drug

Administration (FDA) is issuing a
proposed rule which, if adopted, would
reclassify certain marketed daily wear
optically spherical hydrogel (soft)
contact lenses from class III (premarket
approval) into class I (general controls).
The proposal is based on new
information respecting these devices.
After reviewing any public comments
received, FDA will promulgate a final
rule reclassifying some or all of the
lenses or will withdraw the proposed
rule. Elsewhere in this issue of the
Federal Register, FDA is publishing a
separate proposal to reclassify marketed
daily wear spherical contact lenses
consisting of certain rigid gas permeable
plastic materials from class IIl into class
L .
DATE: Comments by December 27, 1982.

ADDRESS: Written comments may be
submitted to the Dockets Management
Branch (HFA-305), Food and Drug

. Administration, Rm. 4-62, 5600 Fishers

Lane, Rockville, ML -0857.

FOR FURTHER INFORMATION CONTACT:
Maria E, Donawa, National Center for
Devices and Radiological Health (HFK-
300), Food and Drug Administration,
8757 Georgia Ave., Silver Spring, MD
20910, 301-427-7175.

SUPPLEMENTARY INFORMATION:

I. Background
A. History of the Proceedings

On January 16, 1981, the Contact Lens
Manufacturers Association (CLMA),
Washington, DC 20006, submitted to
FDA under section 513(e) of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 380c{e))a petition to
reclassify soft contact lenses consisting
principally of 2-hydroxyethyl
methacrylate (HEMA) from class III into
class II (performance standards). FDA
thereafter concluded that the petition
did not meet all the requirements of
§ 860.123 (21 CFR 860.123) of the
regulations governing reclassification of
medical devices. FDA nonetheless

“determined that CLMA'’s objective was

meritorious and tentatively concluded
that daily wear spherical soft contact
lenses consisting principally of HEMA
should be reclassified from class IIl into
class II. Under section 513(e) of the act
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and § 860.130(b)(1) (21 CFR
860.130(b)(1)) of the regulations
governing reclagsification under section
513(e), FDA issued on its own initiative
a notice of intent to initiate a change in
the classification of such lenses {46 FR
57648; November 24, 1981). Becanse the
agency issued on its own initiative the
notice of intent that FDA would have
been required to issue had CLMA's
petition not been inadequate

(see§ 860.130(d)), the agency concluded
that the petition was moot and so stated
in the November 24, 1981 notice.

The notice of intent invited public
comment regarding any impact that
reclassification of daily wear spherical
soft contact lenses consisting principally
of HEMA would have on manufacturers
or distributors of contact lenses, on the
costs or prices paid by consumers
purchasing contact lenses, on
governmental agencies or geographic
regions, on whether the rulemaking
would have significans or adverse
effects on competition, employment,
investment, productivity, innovation, or
on the ability of United States-based
enterprises to compete with foreign-
based enterprises in domestic or export

markets. As of October 8, 1982, FDA had

received 40 comments from
ophthalmologists, optometrists, and
contact lens manufacturers concerning
lenses consisting principally of HEMA.
The comments, all of which favored
reclassification of the lenses into class
II, are further discussed in section VII of
this proposal.

In addition to the comments received
on the notice of November 24, FDA also
received comments on CLMA's petition.
Two of these comments objected to any
reclassification of these lenses if there is
not a performance standard in effect.
FDA has recognized some of these
comments’ substantive concerns in
section VI, which invites public
comment on this proposal.

B. The Statutory Scheme

On May 28, 19786, the Medical Device
Amendments of 1876 {the amendments)
{Pub. L. 84-295), amending the Federal
Food, Drug, and Cosmetic Act, became
law. The amendments established a
comprehensive system for the regulation
of medical devices intended for human
use. One provision of the amendments,
section 513 of the act, establishes three
categories {classes) of devices,
depending on the m‘:gulawry controls

needed to provide reasonable assurance’

of any device's safety and effectiveness.
The three categories are as follows:
class I, general controls; class 11,
performance standards; class I,
premarket approval, A device is in class
I if the general controls authorized by or

under the act are sufficient to provide
reasonable assurance of the safety and
effectiveness of the device {section 513
(a)(1) {A)() of the act; 21 CFR
860.3(c)[1}). A class Il device is a device
for which general controls by
themselves are insufficient to provide
reasonable assurance of the safety and
effectiveness of the device, for which
there is sufficient information to
establish a performance standard to
provide such assurance, and for which
“it is therefore necessary to establish

* * * a performance standard under
section 514 [21 U.S.C. 360d] to provide
reasonable assurance of its safety and
effectiveness™ {section 513{a}{1){B)} of
the act; 21 CFR 880.3{c)(2)). A device is
in class HI if the device cannot be
classified into class 1.or class I and if, in
addition, the device is purported or
represented to be for a use in supporting
or sustaining human life or for a use
which is of substantial importance in
preventing impairment .of human health,
or if the device presents a potential
unreasonable risk of illness or injury.
For a device in class IM, premarket
approval is or will be reguired in
accordance with section 515 of the act
(21 U'S.C. 360e) 1o provide reasonable
assurance of the safety and
effectiveness of the device [section
513(a)(1)(C) of the act; 21 CFR
860.2(c)(3)).

The amendments not only established

a comprehensive system of device
regulation, they also changed the
definition of “device” in section 201(h)
of the act {21 U.S.C. 321{h)) so that some
products that previously were “new
drugs” within the meaning of section
201(p) of the act upon enactment of the
amendments because “devices” under
the revised definition in section 201(h).
Before passage of the amendments,
FDA considered certain ophthalmic
devices to be “new drugs” subject to
section 505 of the act {21 U.S.C. 355),
which forbids the marketing of such
drug unless the agency has approved a
new drug application [NDA) covering
the drug, use, and labeling in question.
To provide far the continuous regulation

of these products—that is, products that -

previously were regulated as “new
drugs” but now are defined as
“devices"—Congress included in the
amendments special transitional .
[provisions {section 520[1) of the act (21
U.S.C. 360j{1))). The transitional
provisions apply to any product that is a
device (under the revised definition in
section 201(h)) and that satisfies one or
more of six criteria. Under one of these
criteria (section 520{1)(1)(E)}, .

(1) [a]ny device intended for human use—
LN .

(E) which the Secretary in a notice
published in the Federal Register before the
enactment date has declared to be a new
drug subject to section 505 * * * is classified
in class III unless the Secretary in response to
a petition [for reclassification] * * * has
classified such device in class 1 or 11

The transitional provisions further
provide in section 520(1){3)[D){i):

[3 * . &
(D)() * * *[A) device wkich is described
in subparagraph * * * (E} * * * of paragraph
(1) and which is in class IIl is required, unless
exempt under subsection {g) [wkich governs
device investigations] of this section, to have

on and after sixty days after the enactment
date in effect an approved application under
section 515. ’

The provisions quoted above

, -specifically provide that any device
- which FDA, by notice published in the

Federal Register before enactment of the
amendments, declared 1o be a “new
drug” subject to section 505 of the act, is
now classified in class 1 and, as such,
is required either to have an approved
premarket approval application (PMA)
under section 515 of the act, or an
investigational device exemption from
such approval as provided for by section
520(g) of the act, unless the device has
been reclassified by FDA into class I or
1L Section 501{f){1){C) of the act {21
U.S.C. 351(f)(1)(C)) provides in relevant
part that a device shall be deemed to be
adulterated:

{H)(1) f it is a class 111 device—

(C) which was classified under section
520(1) into class T, which under such section
is required to have in effect an approved
application under section 515, and which
does not have such an application in effect.

Thus, any transitional device that does
not have the required approved PMA is
adulterated and is, therefore, prohibited
from interstate commerce under section
301(a) of the act (21 U.S.C. 331{a)).

In a notice published in the Federal
Register of September 30, 1975 (40 FR
44844), FDA declared that all soft
contact lenses, defined as all contact
lenses consisting of polymers other than
polymethylmethacrylate (PMMA), eg.,
cellulose acetate butyrate {CAB),
polycarbonate, silicone, and HEMA,
were “new drugs” subject to premarket
clearance under section 505 of the act.
The notice, which also included a
proposed regulation to codify this
position, states that since the
introduction of soft contact lenses in the
1960's, FDA has regarded all contact
lenses made from non-PMMA materials
as "new drugs,” and explains that the
agency’s decision to regulate them under
section 505

* * * was based on a recognition that new
plastic materials that had not been shown ‘to
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be safe or effective for use were being
introduced for use in the manufacture of
contact lenses. The introduction of these new
materials led to new lens design and use,
new manufacturing methods, and new
methods for lens-care. The Food and Drug
Administration is concerned that the use of
these contact lenses may result in serious eye
damage if the new material of which they are
composed is unsafe for-use in the eye, if the
user cannot feasibly care for the lenses, or if
the highly complex procedures for the -
manufacture of these lenses are not carefully
controlled to assure a product of uniform
quality. -
The notice went on to describe the types
of studies that FDA concluded sponsors
need to conduct to determine the safety
of soft contact lenses and the factors
that need to be taken into account to
assess the adequacy of the procedures
for manufacturing such lenses. (See 40
FR at 44845; September 30, 1975.)

As a result of the 1975 declaration and
proposal, under the transitional
provisions discussed above, non-PMMA
contact lenses on the date of the
amendments were automatically
classified into class II without need for
regulations or other action on the part of
the agency. Nonetheless, in a notice
published in the Federal Register of
December 16, 1977 (42 FR 63472) (the -
transitional notice), FDA provided all
interested persons further notice that
various generic types of devices,
including soft contact lenses, were class
HI devices subject to the premarket
approval requirements of section 515 of
the act. In addition, FDA affirmed the .
class III status of soft contact lenses in a
notice published in the Federal Register
of January 13, 1978 {43 FR 1966). The
January 13, 1978 notice, which withdrew
the 19875 proposed regulation but did not
affect its declaration, stated:

Those [contact lenses] that do not consist
entirely of [PMMA] are * * * subject to the
transitional provisions of section 520(1) * * *
and therefore may not be commercially
distributed without premarket approval,

C. The Legal Standard Governing _
Reclassification Under Section 513(e)

Section 513(e) of the act authorizes
FDA to reclassify a device based on
“new information” respecting the
device. The term “new information”
comprehends information developed as
a result of a reevaluation of the data
before the agency when a device was
classified, as well as information not
presented, not available, or not
developed at that time. See, e.g.,
Holland-Rantos v. United States
Department of Health, Education, and
Welfare, 587 F.2d 1173, 1174 n. 1 (D.C.
Cir. 1978); Upjohn v. Finch, 422 F.2d 944
(6th Cir. 1970); Bell v. Goddard, 366 F.2d
177 (7th Cir. 1966). In each of the cited

cases, FDA had taken final action to
withdraw approval of a marketing
permit, rather than to effect a change
that would relieve manufacturers of the
obligation to obtain such a permit, as the
proposal would do here. But the basis
for both types of actions is the same,
namely, a reevaluation made in light of
changes in “medical science.” Upjohn v.
Finch, supra, 422 F.2d at 951. The agency
believes, therefore, that the act permits
a reevaluation based on such changes to
support reclassification of a device,
whether from class III into class I (or
class I}, class H into class I (or class III),
or class I into class II (or class III).

The “new information” on which any
reclassification is based is required to

consist of “valid scientific evidence,” as -

defined in section 513(a)(3) of the act
and § 860.7(c) of the regulations. As .
specified in § 860.7(c)(1), FDA relies
upon only such evidence to determine
whether thege is reasonable assurance
that a device is safe and effective. For
the purposes of reclassification, the
valid scientific evidence upon which the
agency relies is required to be publicly
available, i.e., may not be based on
trade secret or confidential commercial
information in PMA's {section 520(c) of
the act), or on the detailed summaries of
information respecting the safety and
effectiveness of devices for which there
are approved PMA’s (section 520(h)(3) of
the act). FDA is required to make these
summaries available to the public upon
issuance of orders approving PMA'’s
(section 520(h)(1) of the act).

To reclassify a device under section
513(e) of the act, the statute and the
regulations require that the new,
publicly available, valid scientific
evidence of safety and effectiveness
show (1) why the device should not
remain in its present classification and
(2) that the proposed reclassification
will provide reasonable assurgnce of the
safety and effectiveness of the device. In
the case of a device classified in class III
and proposed for reclassification into
class I, the statute and the regulations
require such evidence of safety and
effectiveness to show (1) why the device
should not remain in class III and (2}
that general controls will provide
reasonable assurance of the safety and
effectiveness of the device.

Based on a careful review of new,
publicly available, valid scientific
evidence, FDA has tentatively
concluded that certain marketed daily
wear optically spherical hydrogel (soft)
contact lenses should be reclassified
into class I (general controls). In FDA's
judgment, the information discussed in
this preamble shows that the devices
are safe and effective for their intended
use, and FDA believes that the general

controls provisions of the act are

" sufficient to provide reasonable

assurance of the safety and
effectiveness of the lenses. The decision
to propose reclassification into class I,
rather than class I once a performance
standard is in effect, is based on FDA’s
belief that although sufficient
information exists to establish a
standard to provide reasonable
assurance of the safety and
effectiveness of daily wear optically
spherical hydrogel (soft) contact lenses,
there is no need to establish a
performance standard to provide such
assurance.

II. Identification of the Device

For the purpose of reclassification,
FDA is identifying this generic type of -
device as a daily wear optically
spherical hydrogel (soft) contact lens.
Such a lens is indicated for daily wear
for the correction of myopia, hyperopia,
or aphakia. Because the requisite

" publicly available safety and

effectiveness data that FDA may use as
the basis for reclassification apply only
to a soft contact lens composed of a
limited number of materials, a lens
subject to this pfoposal is composed
only of the following:

1. Poly(2-hydroxyethyl methacrylate)
{polyHEMA), the polymer made from
monomeric HEMA;

2. HEMA polymer with methacrylic
acid;

3. HEMA polymer with 1-vinyl-2-
pyrrolidinone;

4. HEMA polymer with 1-vinyl-2-
pyrrolidinone and methacrylic acid;

5. HEMA polymer with 1-vinyl-2-
pyrrolidinone and methyl methacrylate;

6. HEMA polymer with N-(1,1,-
dimethyl-3-oxobutyl)acrylamide; or

7. 1-Vinyl-2-pyrrolidinone with methyl
methacrylate and allyl methacrylate.

These materials are polymerized with
free radical initiators and cross-linked
with one of the following:

1. Divinylbenzene;

2. 1,3-Propanediol trimethacrylate; or

3. Dimethacrylate that contains
ethylene or ethylene glycol units.

This proposal applies to any daily
wear optically spherical hydrogel (soft)
contact léns that is made of the
materials listed above and that has
received premarket approval, and any
contact lens FDA determines to be
substantially equivalent to such
approved lenses.

Hydroge! contact lenses are
characterized by their ability to absorb
and retain water. They are soft and
rubbery and exhibit low tear and tensile

- strength when compared to contact
lenses made of rigid plastic materials.
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Hydrogel contact lenses are
characterized as chemically stable
under the conditions of their intended
use, optically clear, nontoxic, and
nonallergenic. When properly cleaned
and disinfected, they do not support
bacterial growth and generally are
benign to corneal tissue. They allow
oxygen delivery to the cornea primarily
through hydration and, to some extent,
through tear pumping action to ensure
healthy maintenance of corneal tissue.
Those leachables present are of
minimum concentration and are
nontoxic and nonirritating,

Multifocal (including bifocal),
optically aspherical, and toric hydrogel
contact lenses are excluded from this
proposal because FDA is not aware of
adequate new, publicly available, valid
scientific evidence showing that such
lenses are safe and effective. The spin-
cast polyHEMA contact lens has a
posterior aspehrical surface, but
because it is optically spherical, it is not
excluded. :

This propsal would not exempt tinted
contact lenses from the color additive
provisions in section 706 of the act (21
U.S.C. 376). Regardless of whether a
hydrogel (soft) contact lens is classified
into class III, class Il, or class I, a color
additive in such a lens that comes in
direct contact with the body of man or
other animals for a significant period of
time is subject to regulation under’
section 708. (See 21 U.S.C. 376.) Any
dydrogel (soft) contact lens that bears or
contains a color additive accordingly is
deemed to be adulterated under section
501(a)(4) of the act (21 U.S.C. 351(a)(4))
and thus prohibited from commerce
unless, among other things (1) there is in
effect, and such additive and such use
are in conformity with, a regulation
issued under section 706(b) of the act (21
U.S.C. 376(b)) listing such additive for
such use or (2) such additive and such
use conform to the terms of an
exemption which is in effect pursuant to
section 706(f) of the act (21 U.S.C.
376(f)).

I1L. Reasons for the Proposal

To determine the proper classification
of the device, FDA considered the
criteria specified in section 513(a)(1) of
the act. For the reasons discussed
- below, FDA has tentatively concluded
that the general controls authorized by
or under sections 501 (adulteration), 502
{(misbranding), 510 (registration, listing,
and premarket notification), 516 (banned
devices), 518 (notification and other
remedies), 519 (records and reports), and
520 (general provisions including current
good manufacturing practice .
requirements) of the act (21 U.S.C. 351,
352, 360, 360f, 360h, 360i, 360j) are

sufficient to provide reasonable
assurance of the safety and
effectiveness of daily wear optically
spherical hydrogel (soft) contact lenses.

1. New, publicly available, valid
scientific evidence shows that the
device is safe and effective for its
intended use. The safety of the device
also is shown by the absence of reports
in the literature of serious, irreversible
adverse effects on health presented by
the device. Additionally, FDA notes that
no such alleged effects have been
reported to the agency’s Device
Experience Network (DEN).

2. The materials that contact the eye
that are used in the device have been
shown to be generally acceptable and to

" have known acceptable properties (Ref.

1). FDA's guidelines for toxicological,
microbiological, and clinical evaluation
of contact lenses and guidelines for
contact lens manufacturing controls
have been used by contact lens
manufacturers for premarket clearance
submissions (NDA's and PMA's) for the
past 10 years (Ref. 2). A guideline
developed by the former U.S.
Interagency Regulatory Liaison Group
describes test methods used to evaluate
acute eye irritation (Ref. 3). Autian
provides additional information on
toxicological evaluation of biomaterials
{Ref. 4), and Galin, et al., provide data
on the use of tissue culture methods to
test toxicity of ocular plastic materials
(Ref. 5).

3. Current methods of chemical and -
physical analyses of materials allow
determination of purity, structure, and
solubility of polymers, and the presence
of trace elements (Ref. 6). -

4. FDA believes that clinically
significant properties and design
characteristics of the device include
total effective oxygen transport to the
cornea by gas permeability and tear
pumping; degree of surface wetting;
dimensional stability under normal use,
including cleaning and handling; optical
transmission and refractivity; tensile
and flexural strength and recovery from
deformation; and abrasion and impact
resistance. By including in this proposal
only those daily wear optically spherical
hydrogel (soft) contact lenses that
consist of the materials identified in the
proposed regulation and that have
received premarket approval and any
contact lenses found by FDA to be
substantially equivalent to such
approved lenses, the agency believes the
clinically significant properties and =~ -
design characteristics listed above will
be assured, should any of the lenses
proposed for reclassification actually be
reclassified.’

5. FDA recognizes that all the general
controls provisions of the statute apply
to the device. Of particular imiportance,
however, are the premarket notification
procedures (21 CFR 807.87), which
enable FDA to determine substantial
equivalence, and the current good
manufacturing practice (GMP)
regulations (21 CFR Part 820), which
apply to all devices. To establish that a
new lens is substantially equivalent to
any currently marketed lens that is
reclassified, the manufacturer should be
prepared to demonstrate substantial
equivalence in terms including, but not
limited to, design; composition; optical
transmission (and homogeneity ) and
index of refraction; and other physical
properties including oxygen
permeability, chemical and physical
stability, tensile and flexural strength;
biocompatibility, including cytotoxicity,
eye irritation, and nonsupport of
bacterial growth; impurities; leachables;
heavy metal levels; preservative uptake
and release; and lens care/cleaning
regimen compatibility. All these
properties relate to the basic
characteristics of the device. To
establish substantial equivalence, the
manufacturer also will be required to
demonstrate compliance with 21 CFR
Part 820. FDA may permit such a
showing to be made in a premarket
notification submission containing a
detailed description of the methods used
in, and the facilities and controls used -
for, the manufacture, processing, and
packing of the device and how such
methods, facilities, and controls meet
the requirements of the regulations.

In the transitional notice, FDA stated
that some of the types of devices
formerly regarded by the agency as new
drugs—inchiding soft contact lenses—
and for which premarket approval is
required “may be adequately regulated
under performance standards.” (See 42
FR 63474; December 16, 1977.) In that
notice, FDA also stated: [U]ntil a
performance standard applicable to any
[of certain specified products, including
soft contact lenses]) is established and
becomes effective, that product will
continue to be subject to premarket
approval.” A performance standard for

. hydrogel (soft) contact lenses could

address, among other things,
biocompatibility, oxygen permeability,
polymer ratios and other specifics of
composition, assays for the purity of
materials, leaching, biodegradability,
configuration and design, and cleaning
and disinfection. FDA expressed
concerns about some of these variables
and the need for manufacturing controls
to assure uniform quality in the 1975
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notice declaring such lenses as new
drugs. (See section LB. above.)

This proposal to reclassify daily wear
optically spherical hydrogel (soft)
contact lenses into class I, rather than
into class II upon the effective date of a
performange standard promulgated in
accordance with section 514 of the act,
is based on FDA'’s tentative conclusion
that general controls are sufficient to
provide reasonable assurance of the
safety-and effectiveness of such lenses.
FDA believes that sufficient information
exists to establish a section 514
standard to provide reasonable
assurance of the safety and
_ effectiveness of the device; however,
FDA does not believe it is necessary to
establish such a standard to provnde
such assurance.

FDA notes that in 1975, when the
agency declared as new drugs all
contact lenses that did not consist
entirely of PMMA, there was relatively
little publicly available information
about, or experience with, non-PMMA
lenses, and the materials from which
such lenses were being manufactured
had not been shown to be safe of
effective for use. As discussed in section
IV of this notice, since the mid-1970's
daily wear spherical hydrogel {soft)
contact lenses have been marketed in
substantial numbérs in this country, and
they have abeen shown to be safe and
effective. FDA believes that this -
marketing experience reflects such
lenses’ basic biocompatibility and
nonbiodegradability, and the feasibility.
of cleaning and disinfecting them.
Application of the premarket
notification requirements set out in
section 510(k} of the act (21 U.S.C.
360{k)) and § 807.87 of the regulations,
including the requirement that ~
manufacturers demonstrate substantial
equivalence to reclassified marketed
lenses with respect to design,
composition, optical properties,
biocompatibility, and other basic
characteristics of the device referred to
earlier in this section of the preamble,
will enable FDA to ensure that only
daily wear optically spherical hydrogel
(soft) contact lenses that are safe and
effective will be marketed. The GMP
regulhtions require all manufacturers to
prepare and implement quality
assurance programs intended to assure
that devices will be of uniform quality,
safe, effective, and otherwise in
compliance with the act. Application of
the GMP regulations will enable FDA to
ensure that only daily wear optically
spherical hydrogel (soft) contact lenses
of uniform quality are marketed. For all
these reasons, FDA believes that a
performance standard is not necessary

to assure biocompatibility,
nonbiodegradability, or the other
composition and design characteristics
referred to above, or to ensure the
manufacture of lenses of uniform

quality.
IV. Summary of the Data on Which the
Proposed Reclassification Is Based

A. Preclinical Data

The first hydrogel (soft) contact lens
was approved by FDA in 1971. Since
then, about 30 firms have obtained
approved NDA's (before the 1976
amendments) or PMA'’s (since the 1976
amendments) for the manufacture and
distribution of soft contact lenses
consisting of the materials subject to
this proposal. At present, approximately
9 million people in the United States
wear such lenses (Ref. 7). Since the
introduction of hydrogel lenses, few
reports of adverse reactions or
complications have been described in
the literature or submitted to FDA
through its DEN. FDA recognizes that
the DEN is wholly voluntary and, as
such, cannot reasonably be expected to

-receive reports of all adverse reactions

or complications from hydrogel (soft)
contact lenses. FDA believes, however,
that the reports received through the
DEN are representative of some of the
types of adverse reactions or
complications that may result from the
use of hydrogel lenses. As of September
1982, the DEN contained 32 reports of
adverse reactions to such lenses, and 3

‘reports of adverse reactions to lenses

whose type could not be identified {(Ref.
8). None of these reports indicated that
any serious, irreversible adverse effects’
had occurred as a result of hydrogel
(soft) contact lens wear.

Hydrogels are covalently or mmcally
cross-linked hydrophilic polymers (Ref.
9) that swell in water to form a soft
elastic gel-like material. Dimensional
changes due to hydration and the
general physical properties of soft
contact lenses are detailed by Larke
(Ref. 10). For example, the equilibrium
water content (hydration) of HEMA has
been shown to be largely independent of
temperature (Ref. 10). FDA believes,

- therefore, that temperature changes

associated with removal of lenses from
storage, and subsequent placement on
the cornea, will have little influence on
water content. Use of heat disinfecting
units likewise will have little effect (Ref.
10). The equilibrium water content has
been shown to decrease only slightly
with increasing sodium chloride
percentage in the solution, indicating
that tear flow has only a small influence
on contact lens water content (Ref. 10).
Over the range of ocular pH between 7.1

and 8.4, the equilibrium water content is
unchanged (Ref. 10).

Hydrogel contact lenses are highly gas
permeable. The gas transmission
properties of soft contact lenses are
described by Fatt (Ref. 11). Of the gases
in air that normally contact the wetted
surface of the cornea, the most
important is oxygen, because hypoxia of
the cornea can result without air
contact. The oxygen transmissibility .
through these lenses is directly related
to the degree of hydration. which is
constant with variations in temperature
and pH, and is affected only slightly by
sodium chloride percentage, as
discussed above. Therefore, oxygen
transmissibility of the lenses is also
constant with respect to temperature
and pH and is affected only slightly by
sodium chloride percentage.

Oxgen moves through lens material in
the form of a dissolved gas (Refs. 11 and
12). This movement is a function of the
product of the oxygen diffusion
coefficient and the oxygen solubility
(Refs. 12 and 13). Gas permeability of
hydrogel contact lenses increases
exponentially with hydration (Refs. 12
and 13). Thus, a small increase in
hydration leads to an even larger
increase in oxygen transmissibility, thus
supporting the conclusion that the level
of hydration in the hydrogel lenses
described below aids in the delivery of
adequate oxygen to the cornea.

The optical properties of hydrogel
contact lenses are described by Bennett
(Ref. 14). The optical constants of
plastics in general are affected by
temperature and humidity (Ref. 14). For
this reason, it is accepted practice to
measure the refractive index and lens
power under standard conditions, which
conditions can be specified in labeling
and assured through general controls.

The PolyHEMA hydrogel contact lens
is based upon polymer chemistry
principles introduced by Wichterle and
Lim (Refs. 15 and 16). This lens has an
equilibrium water content of 39 percent
(Ref: 17) and adequately resists the
deforming force of the eyelid (Ref. 18).”
Although hydrogel elastic behavior at a
water content greater than 39 percent
may be compromised and the lens
deformed by eyelid pressure, water
content is only one of the prarameters
that influence elastic behavior.
Hydrogels with higher water content can
have good elastic properties and hence
be resistant to deformation, depending
on the polymer structure (Ref. 18).
Attention to polymer structure is noted
in the copolymers and graft copolymers
described below.

Other ingredients are combined with
HEMA in a polymer to modify the water
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content. 1-Vinyl-2-pyrrolidinone, also
referred to as N-vinyl pyrrolidone, is a
major ingredient of hydrogel contact
lenses. The addition of 1-vinyl-2- 4
pyrrolidinone to HEMA increases the
level of hydration up to 45 percent in
one copolymer, 55 percent in another
(Ref. 17), and 87.2 percent in another
{Refs. 19 and 20). As noted above, this
increase results in increased oxygen
transmissibility and improved corneal
response. A terpolymer of HEMA,
methacrylic acid, and 1-vinyl-2-
pyrrolidinone has a water content of 66
percent (Ref. 17). The addition of N-(1,1-
dimethyl-3-oxobutyl)acrylamide to
HEMA in one copolymer configuration
results in a water content of 34 percent
(Ref. 17).

A non-HEMA hydrogel lens is
included in this proposal. A contact lens
consisting of a terpolymer of 1-vinyl-2-
pyrrolidinone, methyl methacrylate, and
allyl methacrylate has been produced
with a minimum 63-percent equilibrium
water content, & high level of hydration
(Ref, 21). When the water content of this
lens is between 63 and 78 percent, it is’
as flexible as the polyHEMA contact
lens (Ref. 13).

FDA believes that the determination
of adequate corneal oxygenation with
the use of hydrogel lenses depends upon
water content, lens thickness, and other
design parameters. As discussed in
section III of this proposal,
manufacturers should be prepared to
demonstrate substantial equivalence in
terms of these and other specifications
to establish that a new lens is
substantially equivalent to any currently
marketed lens that is reclassified.

B. Clinical Data On Specific Hydrogels

Each of the hydrogel (soft) contact
lenses discussed in this section is the
subject of an approved PMA (or an
approved NDA that became an
approved PMA).

1. Poly (2-hydroxyethyl methacrylate)
(the polymer made from monomeric
HEMA). Knoll and Clements (Ref. 22)
evaluated the safety and effectiveness
of this lens in a 2-year clinical trial
involving 1,817 patients. Of these, 1,671
patients were myopic, 146 were ‘
hyperopic, and an unspecified number
were aphakics. All the lenses used in the
study were manufactured by the spin-
casting method and were, therefore,
anterior spherical lenses. All the lenses
ranged from —1.00 to —89.00 diopters;
most of the lenses were 13 millimeters
(mm) in chord diameter and ranged from
0.09 to 0.36 mm in central thickness. Of
the initially fitted 1,817 patients, 1,358
patients (75 percent) were successful
wearers; 459 patients (25 percent)
discontinued lens wear, generally

because they were unable to achieve the
desired level of visual acuity. Of the
1,671 myopics, 1,261 patients (75
percent) were successful. Of the 146
hyperopics, 97 patients (66 percent)
were successful. Over 37 percent of the
successfully fitted patients had been
previously unsuccéssful contact lens
wearers. Of the 1,358 successful
wearers, visual acuity was 20/20 or
better for 70 percent of myopic eyes and
65 percent of hyperopic eyes, and 20/25
or better for 97 percent of the myopic
eyes and 94 percent of the hyperopic
eyes. This study showed that the
polyHEMA lens was safe and effective
for daily wear for the correction of
myopia in 76 percent of 1,671 patients
and for the correction of hyperopia in 66
percent of 146 patients.

Hill (Ref. 23) compared the clinical
acceptability of a spin-cast polyHEMA
contact lens to that of a lathe-cut
polyHEMA contact lens. Ten patients
with normal eyes who were successful
wearers of spin-cast polyHEMA lenses
had one eye refitted with lathe-cut
polyHEMA lenses having a diameter of
13.0 mm and standard thickness of 0.12
mm. The refitted eye was randomly
chosen to be the the right or left eye.
Samples of various lots of both lathe-cut
and spin-cast lenses were tested by
having each patient fitted with five
lenses of the same labeled specifications
as the best-fitting lens. Patients were
objectively and subjectively evaluated
with current and refitted lenses. Two
types of comparisons were made. Each
lens type (lathe-cut versus spin-cast)
was compared for reproducibility within
that lens type. In addition, the two lens
types (lathe-cut versus spin-cast} were
compared with each other for clinical
acceptability.

In considering reproducibility, all
categories (centration, movement, over-

~ refraction, quality of vision, comfort,

and clear endpoint refraction) were
weighted equally and added. Using this
method, 86 percent of the lathe-cut
lenses and 71 percent of the spin-cast
lenses were found to be clinically equal
to or better than the original fitted lens
of each type. The lathe-cut lenses
showed better reproducibility than the -
spin-cast lenses in all categories except
comfort, where 86 percent of spin-cast
lenses and 74 percent of the lathe-cut
lenses were equal to or better in
comfort, when compared to the original
fitted lens of each type.

In comparing the clinical performance
of the two lens types, all categories
{centration, movement, visual acuity,
comfort, and over-refraction) were given
weighted values, with larger numbers
denoting poorer performance. Lathe-cut
lenses performed better clinically in all

categories except comfort; however, the
differences between the two lenses were
small in all categories including comfort.
In this study, lathe-cut polyHEMA .
contact lenses compared favorably with
spin-cast polyHEMA lenses with respect
to clinical acceptability and w1thm-lens
type reproducibility.

Harris, et al. (Ref. 24), evaluated
patient response to each of four different
types of hydrogel contact lenses
(polyHEMA; HEMA polymer with N-
(1,1-dimethyl-3-oxobutyl} and
acrylamide; HEMA polymer with 1-
vinyl-2-pyrrolidinone and methyl
methacrylate copolymer; and HEMA
polymer with methacrylic acid). Twenty-
two normal eyes (11 patients, 7 males
and 4 females, with a mean age of 25.9
years -+ 6.6 years) were studied using
double-blind procedures. All patients
were new wearers of contact lenses.
Although some bias may exist in that
three subjects using the polyHEMA
lenses were eliminated because the
lenses would not center properly, there
is no reason to believe that those
subjects would not have responded as
well as the patients who completed the
study. The patients wore each of the -
four different types of lenses in random
order for periods of 2 to 3 weeks to
evaluate and compare their short-term
responses to the lenses. The
specifications of the polyHEMA lens
included a water content of 38.8 percent,
an index of refraction of 1.43, a diameter
of 12.5 or 13.6 mm, and center thickness
ranging from 0.11 to 0.14 mm. After the
response to one lens was evaluated, lens
wear was discontinued for several
weeks after which the procedure was
repeated with another lens type.
Successful wear was based on the
following research criteria: wearing time
of 8 hours or more per day; absence of
significant discomfort during wearing
period; good quality vision with Snéllen
acuity close to that achieved with
spectacles; normal corneal appearance
and physiology with less than 7 percent
swelling after 8 hours wear; and eyes
that were normal in appearance. A
patient was considered successful only
if he or she met all five criteria.

For the polyHEMA lenses, 8 of 11
patients (72 percent) were successful’
wearers. The causes of failure were
discomfort (three patients, five eyes),
corneal tissue changes (three patients,
four eyes), poor vision (two patients,
four eyes), and decreased wearing time
(one patient, two eyes). The
combination of causes of failure for each
patient was not stated. The mean
corneal thickness changes ranged from 2
to 3 percent after. 6 hours of wear.
Although these changes were not
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statistically significant for the different
lens types evaluated, corneal thickening
varied directly with lens center
thickness for each lens type. In this
study, the majority of patients were
successfully fitted with the polyHEMA
lens, which proved to be safe and
effective during the 2- to 3-week
evaluation.

Thompson (Ref. 25) studied the
response of aphakic patients to three
lens types within a series of polyHEMA
plus power contact lenses provided by a
single manufacturer. All the lenses had
a diameter of 13.6 mm, but had different
base curves, which were 6.60 mm, 6.40
mm, or 6.20 mm. Of the 36 aphakic eyes
in the study, 28 eyes (78 percent) were
successfully fitted with 1 of the 3 lens
types used. Of the 28 eyes, 12 eyes (43
percent) were fitted with the 6.60 mm
lens, 11 eyes (39 percent} with the 6.40
mm lens, and 5 eyes (18 percent) with
the 6.20 mm lens. All patients needed a -
correction from +10.00 to +20.00
diopters. Good lens-cornea alignment
and lack of limbal compression
indicated a proper fit, which was
evaluated according to the following
criteria: good centration, acceptable
movement, crisp retinoscopic reflex,
clear end-point of over-refraction, and
stable visual acuity. After 4 weeks of
wear, visual acuity was 20/30 or better
for 85 percent of eyes, 20/25 or better for
45 percent, and 20/20 or better for 14
percent of the successfully fitted eyes
studied. No adverse reactions or .
~ positive physical findings in any of the
28 successfully fitted eyes could be
attributed to lens wear. This study
showed that the availability of three
polyHEMA lens types with differing
base curves allowed the successful
fitting of 78 pecent of aphakic eyes with
at least one of the lens types.

Josephson and Caffery (Ref. 26)
evaluated the use of a polyHEMA
ultrathin lens series in refitting patients
who had problems with their previous
hydrogel lenses. Fifty-seven patients
whose lenses caused adverse -
physiological responses, did not fit
properly, produced symptoms such as
burning, or caused visual complaints
were refitted with the ultrathin series of
polyHEMA lenses. The lenses were
supplied in diameters of 12 mm or 13.6
mm and had a center thickness of 0.08
mm=0.02 mm. Patients were followed
for 6 months. The criteria for successful
wear included visual acuity equal to or
better than the best correctable
spectacle acuity, no adverse
physiological response, and no
subjective complaints.

Twenty-five of the 57 patients were
refitted because of previous adverse

physiological responses such as edema.
excess dilatation of limbal
microvasculature, epithelial stammg.
superior corneal irritation, and
neovascularization. All 25 patients were
successfully refitted with the polyHEMA
ultrathin lens. Twenty-six of the 57
patients were refitted because of
unacceptable fit with other hyrogel
lenses. Of these, 24 patients (92 percent)
were fitted successfully with the
polyHEMA ultrathin lens. The two
unsuccessfully refitted patients
continued to have fitting problems
because of unacceptable centration,
Twenty-seven patients had had
unacceptable symptoms with their
previous hydrogel lenses. The symptoms
included itching, scratching, awareness
of lenses, discomfort and irritation,
dryness, burning and stinging, halos
around lights, and light sensitivity. The
symptoms of 18 of these 27 patients (67
percent) were reduced by refitting with
the polyHEMA ultrathin lens. The
lowest success rate occurred among
patients who had had complaints about
the vision or visual acuity achieved with
their previous lenses. Eleven patients
reported symptons of intermittent blur,
increased blurring with longer wear
time, and constant lack of crisp visual
acuity. Five of the 11 patients (45
percent) had better vision after they
were refitted with the ultrathin lens.

Because of the decreased thickness of
the ultrathin lens, patients were
instructed to handle the lenses in a
manner which would reduce damage to
the lenses. During the 8-month followup,
22 lenses were damaged. Of these, three
were replaced because of surface
deposits, and the rest were replaced
because the lenses had torn or chipped.
Although they were successfully refitted
with the ultrathin lens, some patients
later reported reduced subjective vision
and mild unspecified symptoms. At the
conclusion of the study, 44 of the 57
patients (77 percent) were successful
wearing the ultrathin lens. Thus, the
ultrathin lens proved to be safe and
effective and particularly useful in
solving fitting and physiological-
response problems.

2, HEMA polymer with methacrylic
acid. In a 3-month clinical trail involving
107 patients (39 females), Jackson (Ref.
27) studied the safety and effectiveness
of a lens composed of a copolymer of
HEMA with methacrylic acid. Of the 107
patients, 100 were myopic, 3 hyperopic,
and 4 astigmatic. Patients with corneal
pathology, low tear break-up time, or
health problems contraindicating soft
contact lens wear were excluded from
the study. The criteria used to evaluate
lens performance include: fitting

characteristics, visual acuity,
physiological reponse measured by
keratometry and biomicroscopy,
comfort, wearing time, and durability.
The lens studied had a chord diameter
of 15.0 mm and a center thickness
ranging from 0.10 mm to 0.18 mm for
minus power lenses and 0.15 mm to 0.40
mm for plus power lenses. The water
content was 60 percent by weight.
Standard base curves were 8.8 mm for
minus power lenses and 9.0 mm for plus
power lenses. All plus power lenses and
minus power lenses of —1.50 or more
were lenticularized (constructed with a
carrier rim surrounding the central
optical zone). Of the 107 patients fitted
with this lens, 8 discontinued lens wear.
The reasons for discontinuance included
discomfort (two patients), inability to
insert the lens (two patients), decreased
tear flow (one patient), insufficient
visual acuity (one patient), insufficient
durability (one patient), and
complications from previous contact
lens wear which had not improved (one
patient).

Ninety-nine patients (93 percent) were
successful wearers. For these patients,
visual acuity was similar to that found
with other daily wear soft contact
lenses. The lenses included in this study
were comfortable and caused minimal
edge awareness. Most patients were
able to wear the lenses for a full day:
the patients who were unable to wear
the lenses all day achieved a minimum
of 12 hours wear per day. In this study,
the lens composed of a copolymer of
HEMA with methacrylic acid was
shown to be safe and effective in a high
percentage (93 percent) of patients fitted
with the lens.

In the study by Harris, et al. (Ref. 24),
described in section IV.B.1. of this
preamble, the response of patients to
four different types of hydrogel contact
lenses was evaluated. The specifications
of the lenses composed of a copolymer
of HEMA with methacrylic acid
included: a water content of 42.5
percent; an index of refraction of 1.43, a
diametdr of 13.0 mm, and center
thickness ranging from 0.12 to 0.22 mm.
Of the 11 patients (22 eyes) studied, 7
patients (63 percent) were successfully
fitted. The causes of failure of the four
unsuccessfully fitted patients included
poor vision (three patients, five eyes),
corneal tissue changes (two patients,
three eyes), decreased wearing time
(one patient, two eyes) and discomfort
(one patient, two eyes). The
combination of causes of failure for each
patient was not stated. This lens proved
to be safe and effective in the seven.
successfully fitted patients (63 percent)
during the 2- to 3-week evaluation.
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3. HEMA polymer with 1-vinyl-2-
pyrralldmone Espy (Ref. 28) evaluated
this lens in 100 preselected patients.
Patients vigiting an eye clinic and
desiring soft contact lenses were chosen
for the study over a 1-year period.
Followup ranged from 3 to 15 months. Of
the 100 patients, 74 were females, 26
were males. Eighty-one percent were
myopic, 15 percent were hyperopic, and
4 percent were aphakic. They ranged in
age from 10 to over 70 years, with 64

_ percent from 20 to 39 years of age.
Although many of the patients were
first-time contact lens wearers, some
had been unsuccessful wearers of hard
or other soft contact lenses. Patients
included in the study were limited to
those whose lenses fulfilled the
following criteria: stability, comfort,
maximum visual acuity, extension
beyond the limbus no less than 1 mm in
all directions, and movement downward
1 to 3 mm during upward gaze on the
blink. Patients with more than 2.0 to 2.5
diopters of astigmatism and those who
were unable to be fit satisfactorily with
trail lenses were excluded from the
study. The total number of patients
screened was not stated.

The lens used in the study was a _
lathe-cut spherical lens with a posterior
circumferential channel and
lenticularized anterior periphery. The
water content was 54 percent by weight.
When properly fitted, the lens diameter
was approximately 2 mm larger than the
cornea, thereby extending beyond the
limbal area. The lens diameters were
14.0, 14.5, 15.0, 15.5, or 16.0 mm. The
base curve was spherical but flatter
than the corneal curvature. The lenses
were available in powers between
+-20.00 and —20.00 diopters. All plus
powers and high minus lenses required
a lenticular configuration because of the
large size of the lens. Both standard and
thin series of thicknesses were N
available.

Of the 100 patients fitted with the lens
being studied, visual acuity was 20/30 or
better for 96 percent, 20/25 or better for
88 percent, and 20/20 or better for 64-
percent. No significant change in
keratometry readings occurred after
wearing the lenses during the period of
followup. There were 10 failures, 3
because of poor vision and 7 attributed
to lack of motivation to care for the
lenses. The lens proved to be safe and
effective in 90 percent 100 preselected
patients. FDA recognizes that the high
degree of success can be attributed to
the careful preselection of patients. The
agency believes, however, that such
preselection is common in clinical
practice, and therefore does not detract
from the validity of the study:

Binder (Ref. 29) studied the response
to extended wear of the lens composed
of a copolymer of HEMA with 1-vinyl-2-
pyrrolidinone in 20 volunteers with
normal eyes who had never worn
contact lenses. Each patient had a
complete ocular examination, and the
right eye was fitted with a thin hydrogel
contact lens composed of a copolymer of
HEMA with 1-vinyl-2-pyrrolidinone.
Patients were followed for 12 weeks.
Antibiotic drops were placed on the eye
four times a day. The lens used in the
study had a diameter of 15.0 to 15.5 mm,
center thickness of 0.09 mm, water

" content of 45 to 54 percent, and

refractive index of 1.43. The powers
ranged from —0.75 to +0.75 diopter.
Of the 20 patients initially fitted, 17
completed the study. Fourteen were
female and 3 were male, with an age
range from 19 to 49 years. Two of the
three patients who did not complete the
study developed ocular symptoms
including discomfort after several days
of continuous wear. The third patient
discontinued the study for reasons
unrelated to lens wear. Loss of lenses

‘from the eye ranged from zero to seven

times per patient. Lens loss was
attributed to forceful blinking after

_rubbing the eyelids and emotional

tearing. Fourteen of the 17 patients
developed anterior lens deposits, the
earliest occurring at 3 weeks and the
latest at 12 weeks. There were no cases
of gross corneal edema.

Thirteen patients had visual acuity of
20/20 after 12 weeks. Three patients had
a decrease of one line of acuity, and one
patient had a decrease of three lines
after 12 weeks. Acuity returned to 20/20
in all four patients, 3 weeks after
removal of the contact lenses. Fourteen
patients had no change in their
refractions. Of the three remaining
patients, one gained 0.50 diopter of
myopia, and two gained 0.75 diopter of
myopia. One of the latter patients had a
decrease in visual acuity to 20/25.
Fifteen patients had no changes in
central corneal keratometry readings. Of
the two patients showing keratometric
changes, one was associated with
decreased visual acuity (to 20/40). Three
weeks after removal of the lens, visual
acuity returned to 20/20. Increased

- corneal thickness ranging from 0.04 to

0.10 mm occurred in eight patients. After
12 weeks of wear, two patients had
decreased visual acuity associated with
increased corneal thickness.

The thin continuous-wear lenses used

. in this study were shown to be safe,

effective, and well tolerated in the
majority of patients for 12 weeks.
Although the contact lenses being

. proposed for reclassification are limited

to daily wear, FDA believes the results
of this extended wear study support the
conclusion that the lens composed of a

_ copolymer of HEMA with 1-vinyl-2-

pyrrolidinone is safe and effective for
daily wear. If a contact lens can safely
and effectively be worn on the eye
continuously for days, weeks, or
months, FDA believes that the same lens
can be expected to be safe and effective
for daily wear.

FDA believes that the studies
discussed in this section show that the
hydrogel contact lens composed of a
copolymer of HEMA with 1-vinyl-2-
pyrrolidinone is safe and effective. The
agency recognizes, however, that
corneal staining has been documented
with the thin series of these lenses.
Kline and Deluca {(Ref. 30) surveyed 85
patients {170 eyes) selected at random
who were wearing hydrogel thin contact
lenses of this composition. Seventy-eight
percent of the patients were female; 22
percent were ma'e. The mean age was
29 years, with a range from 16 to 56
years of age. Keratometry readings
ranged from 40.00 to 47.50 diopters. The
lenses worn by these patients ranged in
power from —0.75 to —8.50 diopters.
Lens diameters were 14.5, 15.0, 15.5, or
16.0 mm. All lenses extended beyond the
limbus, at a minimum of 0.75 mm nasally
and temporally, and 0.50 mm superiozrly
and inferiorly in primary gaze. Vertical
movement of the lens in the primary
gaze ranged from zero to 1.50 mm.

The cornea was examined for staining
following 3 hours or more of lens wear
and within 5 minutes of lens removal. Of
the 170 eyes studied, 55 eyes {32
percent) representing 32 of 85 patients
(37.7 percent) showed some degree of
pitting stain. Of the eyes studies, 38 eyes
(21 percent) showed light staining; 10
eyes (6 percent) showed moderate
staining, and 9 eyes (5 percent) showed
heavy corneal staining. Thirty-six
percent of males and 31 percent of
females hed staining. Symptoms of
burning, pain, and redness were present
in seven eyes {ene with moderate
staining and six with heavy staining).
All patients with light staining were
asymptomatic. The degree of staining
was correlated with keratometry
readings and several lens parameters.
Some parmeters, €.g., steeper fit and
lower power, indicated a greater
incidence of staining; however, no
statistically significant correlations
were found. Because the results of this
study did not show conclusively a
definite cause of staining, it was

. suggested that the staining may be

machanical in nature, caused by the
posterior lens surface rubbing against
the cornea. Most of the lenses used in



Federal Register / Vol. 47, No. 228 / Friday, November 26, 1982 / Proposed Rules

53419

the study had steep base curves (9.2 mm
and 9.5 mm) manufactured with a
posterior circumferential channel.’
Because the staining occurred primarily
in the region of the channel and the lens
level, it was suggested that flatter
nonchannel lenses be fitted. The authors
note that they have observed a reduced
incidence of staining when they initially
fitted patients with flatter nonchannel
lenses and, in some cases, refitting with
these lenses eliminated corneal staining.
FDA believes that the possibility of
corneal staining presented by the thin
series of the hydrogel lens composed of
a copolymer of HEMA with 1-vinyl-2-
pyrrolidinone does not raise any
significant safety concerns, and is,
therefore, proposing to reclassify all
such currently marketed hydrogel
contact lenses.

4, HEMA polymer with 1-vinyl-2-
pyrrolidinone and methacrylic acid.
Stark and Martin (Ref. 31) have studied
the long-term effects of an extended
wear contact lens made from this
terpolymer and used for the correction
of myopia. The water content of the lens
was 71 percent. The myopic powers
ranged from —0.50 to —18.00 diopters.
Diameters ranged from 12.0 to 14.0 mm,
Oxygen permeability ranged from 67
percent to 38 percent and varied
indirectly with the central thickness
{0.10 mm to 0.43 mm).

The 207 eyes of 108 patients who had
successfully worn the lens for 4to 8
years (median, 4.94 years) were
evaluated. A total of 346 patients had
been fitted with the lens for myopia over
a 4-year period. Of these 346 patients,
172 patients {50 percent) previously had
been examined by practitioners and
" were known to be successfully wearing
contact lenses. Of these 172 patients, 106
agreed to participate in the study.
Eighty-seven (25 percent ) of the initially
fitted 3486 patients discontinued lens
wear. Fifty-seven patients (16 percent)
discontinued using the lens for
nonmedical reasons and 30 patients {9
percent) discontinued using the lens for
lens-related reasons. Of the 106 patients
studied, 72 were female and 34 were
male. The ages ranged from 18 to 73
years with a mean age of 34.3 years. All
patients except one wore the lens
continuously for at least 2 months. One
patient removed the lens for cleaning
every 4 weeks. Forty of the 106 patients

wore the lens continuously for 6 months

or more.
With the contact lens in place, visual
acuity was 20/30 or better in 82.1
percent of 207 eyes (106 patients) and
20/40 or better in 95.2 percent of the
eyes. Ten eyes (4.8 percent) had visual
acuity.less than 20/40. Of the 10 eyes, 1

had macular degeneration, 1 was
amblyopic, and 3 has astigmatism
greater than 1 diopter. Twenty-seven of
the 106 patients (13 percent) showed
abnormal physiological findings.
Neovascularization with vessels
extending more than 1.5 mm in from the
limbus occurred in 18 patients {9
percent); mild punctate corneal staining
occurred in 7 patients (3 percent) and
mild conjunctival injection occurred in 2
patients (1 percent). There were no
cases of corneal edema or apical corneal
scamng

A chart review of 153 patlents known
to be successful wearers of the lens but
who did not return for examination to
participate in the study, revealed 5 of
153 patients who developed
conjunctivitis, There were no reported
cases of corneal scarring or visual loss.
Of the 30 patients who discontinued lens
wear for lens-related reasons out of a
total of 348 studied retrospectively, 25
patients {83.3 percent) developed
conjunctivitis, generally of the follicular
type. Corneal abrasion developed in 4 of
the 30 patients and sterile punctate
keratitis developed in 1 of the 30
patients. No complications resulted in
reduced visual acuity. Lens replacement

. averaged 0.68 lens per patient per year

and was not a factor in patients who
discontinued lens use. Thus, the results
of this study show that this lens was
safe and effective for extended wear use
in the correction of myopia. FDA
believes that the results of this extended
wear study support the conclusion that
the lens composed of a terpolymer of
HEMA with 1-vinyl-2-pyrrolidinone and
methacrylic acid is safe and effective for
daily wear.

In the Study by Cavanagh etat. (Ref.
32), also described in section IV, B.7.,
the safety and effectiveness of an
extended wear hydrogel contact lens
composed of a terpolymer of HEMA
with 1-vinyl-2-pyrrolidinone and
methacrylic acid was evaluated. The
patients included in the study were
referred by ophthalmologists for
extended wear aphakic contact lenses
under FDA approved clinical trial
protocols and local institutional reviews
for human subjects. Ninety-two eyes of
78 patients {42 female, 36 male) were
fitted with the lens. The patients, who
ranged in age from 48 to 86 years, were -
followed from 1 to 3 years. The research
criteria used to assess successful wear
included corrected visual acuity,
absence of subjective discomfort or
complaint, and absence of abnormalities
including vascular congestion or
ingrowth, corneal edema; infection, and
iritis. -

Excluding patients known to be
wearing the lens comfortably but unable
to keep followup appointments, 54 of 66
patients (82 percent) were successful
wearers of the lens. Twelve patients
were discontinued due to lens loss, lens
movement, or unsatisfactory vision. In
90 percent of eyes fitted, the lens was
worn continuously for 3 months or more,
followed by removal of the lens for
cleaning. In 10 percent of eyes fitted, the
lens was worn continuously less than 3
months and in 5 percent the lens was
worn continuously less than 1 month.
Lens replacement averaged one lens
every 2 years for one-half of the eyes
fitted. The study showed that this
hydrogel lens was safe and effective for
extended wear use in aphakic patients
who were carefully selected, fitted,
educated, and followed. FDA believes
that the results of this study support the
conclusion that daily wear use of this
lens is safe and effective. .

5. HEMA ploymer with 1-vinyl-2-
pyrrolidinone and methyl methacrylate.
Koetting (Ref. 33) studied this lens in a
6-month clinical trial in 59 patients (114
eyes) randomly selected from an
optometric contact lens practice. The
lens had a water content of 42.5 percent.
Lens power ranged from plano to —9.75
diopters. Diameter was 13.0 mm. Central
thickness ranged from 0.12 mm to 0.22
mm. Fifty-three percent of the patients
had been previously unsuccessful with
PMMA or other hydrogel contact lens
wear; 10 percent of the patients reported
previous successful lens wear. Only
those patients who refused to
participate or who required lenses
beyond the available range were
excluded from the study. Of the 59
patients studied, 39 were female, and 20
were male. The ages ranged from 18 to
42 years with a mean age of 24.8 years.
Uncorrected visual acuity ranged from
20/30 to worse than 20/400 with 85
percent worse than 20/60. :

Of the 114 eyes studied, 10 eyes were
excluded from visual acuity percentages
because of undefined “unusual
monocular situations.” Eighty-six of 104
eyes (83 percent) were corrected to 20/
20 and 98 of 104 eyes (94 percent} were
corrected to 20/30 or beter. Thirty-nine
of 59 patients (68 percent) continued
lens wear for an average of 14.1 hours a
day by the conclusion of the study. Only
11 patients (18 percent) withdrew for
reasons of acuity or discomfort. No
significant physiological abnormalities
were associated with lens wear.
Transitory symptons of mild injection (5
percent of patients) and mild corneal
edema (37 percent of patients) occurred
during the first week of lens wear but
subsequently disappeared. The lens
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used in this study was shown to be safe
and effective for the majority of patients
evaluated.

‘This lens type was included in the
study conducted by Harris, et al. (Ref.
24) (see section IV.B.1.), to evaluate
short-term patient response to four
different hydrogel lenses. The lens
composed of a terpolymer of HEMA
with 1-vinyl-2-pyrrolidinone and methyl
methacrylate had a water content of 45
percent. The index of refraction was
1.43; the diameters were 15.0, 15.5, or
16.0 mm; and the center thickness
ranged from'0.12 to 0.22 mm, Of 11
patients studied, 7 patients wore this
lens type successfully. The causes of
failure were discomfort (two patients,
four eyes), corneal tissue changes {two
patients, two eyes), poor vision (one
patient, two eyes), and decreased
wearing time (one patient, two eyes).
The combination of causes of failure for
each patient was not stated. For the 2- to
3-week evaluation of short-term patient
response, the lens was shown to be safe
and effective for 7 patients (83 percent
of the 11 patients studied).

6. HEMA polymer with N-(1,1-
dimethyl-3-oxobutyl)-acrylamide.
Binder and Woodward (Ref. 34)
compared this lens, which is moderately
hydrophilic, to a highly hydrophilic
hydrogel contact lens for extended wear
correction of myopia and aphakia. (The
highly hydrophilic lens is discussed in
section-1V.B.7.) The lens was available
with an equilibrium water content of 45
percent and 55 percent. Of 64 patients
originally referred for the fitting of
extended wear contact lenses, 43 (70
eyes) were studied. Of the 70 eyes, 56
were fitted with the moderately
hydrophilic lens; 32 were myopic, and 24
were aphakic. The lenses were removed
weekly for cleaning, following the
manufacturer’s protocol. Followup
ranged from 2 to 20 months. Patients
who were able to wear the lenses
continuously for more than 2 weeks
while.maintaining their best corrected
visual acuity were considered
successful. Of the 56 eyes fitted with
this lens, 45 eyes {80 percent) were fitted
successfully and 11 eyes (20 percent)
were discontinued from the study. The
reasons for discontinuance included
lack of patient motivation, ocular
irritation, and corneal edema. Various
lens parameters and patient factors
were analyzed to determine trends
associated with failures; however, no
statistically significant associations
were found. Analysis of the corrected
visual acuity revealed that 100 percent
of eyes studied achieved visual acuity of
20/40 or better; 91 percent achieved
visual acuity of 20/30 or better.

An average of 2.8 lens changes per
eye per year were required during the -
study to maintain best corrected visual
acuity. The reasons for lens changes
included lens chipping, lens tearing, lens
deposits, lens loss, and refractive error
changes unassociated with changes in
corneal curvature or thickness. Eighty

-percent of these changes occurred in the

first 2 months of lens wear. Although
lens deposits were the most frequent
complication in the series, only 6 of 198
lens changes were caused by deposits.
Two myopic eyes became congested and
4 developed redness consistent with
adenoviral keratoconjunctivitis. Viral
cultures were negative and symptoms
cleared after removal of the lens.

" Preservatives in the disinfection

solutions were suspected to cause these
reactions, No other adverse reactions
associated with the use of accessories
were reported.

The moderately hydrophilic contact
lens used in this study for extended
wear was shown to be safe and
effective in 80 percent of eyes studied.
The importance of careful patient
selection and frequent, careful followup
examinations was repeatedly stressed
as a prerequisite to a high success rate.
FDA believes that the results of this
extended wear study support the
conclusien that this lens is safe and
effective for daily wear.

In the study by Harris, et al. (Ref. 24)
(see section IV.B.1.), short-term patient
response to four different hydrogel
contact lenses, including the lens
composed of a copolymer of HEMA with
N-(1,1-dimethyl-3-oxobutyl)acrylamide
was evaluated. These lenses had a
water content of 45 percent; an index
refraction of 1.43; diameters of 15.0, 15.5,
or 16.0 mm; and a center thickness
ranging from 0.04 to 0.08 mm. Of the 11
patients (22 eyes) studied, 7 patients (63
percent) were successfully fitted with
this lens. The causes of failure included
corneal tissue changes (three patients,
five eyes), discomfort {two patients, four
eyes), and decreased wearing time (two
patients, four eyes). The combination of
causes of failure for each patient was
not stated. For the 2- to 3-week
evaluation of short-term patient
response, the lens was shown to be safe
and effective for 7 patients (63 percent
of the 11 patients studied).

7. 1-Vinyl-2-pyrrolidinone po]ymer
with methyl methacryldte and allyl
methaczy]ate In the long-term study
discussed in section IV.B.4., Cavanagh,
et al. (Ref. 32), evaluated the
effectiveness of several extended wear
hydrogel lenses, including a lens
composed of a terpolymer of 1-vinyl-2-
pyrrolidinone with methyl methacrylate

and allyl methacrylate. One hundred
eighty-two patients (250 aphakic eyes)
were fitted with this lens type over a 19-
month period. Of these, 154 patients
(221 eyes) were wearing contact lenses at
the conclusion of the study. The data
collected on the first 168 patients (241
eyes) were subjected to computer
analysis. In this group, 211 eyes (146
patients) were successful and 30 eyes
(22 patients) were discontinued. Fifty-
three percent of the failures occurred in
the first 4 weeks and 87 percent had
failed by 12 weeks. No failures occurred
in this group after 6 months. Forty-one
percent of patients and 36 percent of
eyes had lenses replaced within a 1-year
period. Lens replacements were due to
lens loss, lens damage (cracking),
discomfort, and inadequate optical lens
power. Lens deposits occurred in 11
percent of patients fitted. Poor
motivation for followup visits (10
patients), fitting problems {8 patients),
and unacceptable visual acuity {4
patients) accounted for 22 Tailures. The
only adverse responses included mild
ocular irritation which ceased after lens
removal. Thirteen percent of the patients
needed to remove the lens for cleaning

" at intervals of less than 3 months; 6

percent of the patients at intervals of
less than 1 month. The results of this
study show that the extended wear use
of this lens for over 80 percent of
aphakic patients fitted was safe and
effective. FDA believes that the results
of this study support the conclusion that
daily wear use of this lens is safe and
effective.

In the study by Binder and Woodward
(Ref. 34) discussed in section IV.B.8., this
lens, which is highly hydrophilic, was
compared to a moderately hydrophilic
hydrogel contact lens for extended wear
correction of myopia and aphakia. The
lens composed of a terpolymer of 1-
vinyl-2-pyrrolidinone with methyl
methacrylate and allyl methacrylate had
a water content of 79 percent. Patients
were considered successfully fitted if
they maintained their best corrected
visual acuity while wearing the lens
continuously for more than 2 weeks.
Only two myopic patients were fitted
with this lens and both were successful.
Nine of 12 aphakic patients {75 percent)
were successfully fitted. Of the three
failures, two patients who developed
edema with the moderately hydrophilice
lens used in this study also developed
edema with the highly hydrophilic lens.
These patients were successfully
switched to daily wear lenses. One
patient initially fitted with the high
water content contact lens experienced
decreased visual acuity and corneal
edema and was successfully switched to
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a daily wear PMMA contact lens. This
study showed that in patients who were
carefully selected, fitted, and followed,
the highly hydrophilic lens was safe and
effective for the correction of aphakia in
75 percent of 12 patients and myopia in
100 percent of 2 patients.

Reported disadvantages of all
hydrogel contact lenses included
dehydration, spoilage, and bacterial
contamination. The importance of
adequate hydration of hydrogel contact
lenses in repeatedly stressed in the
literature and is discussed in detail
throughout this section. Fungal
infiltration is rare (Ref. 35). Such
infection has been knpwn to occur in
cases of inadequate disinfection, which,
by inference, is also rare. Spoilage or
deterioration of hydrogel lenses due to
extraneous lens deposits, physical and
chemical changes in the lens materials,
or microbial invasion necessitates more
frequent replacement of hydrogel lenses
that rigid contact lenses (Refs. 36
through 39). FDA believes that this
aspect of soft contact lens use is a factor
to be considered when deciding whether
to use the device. The inclusion in
labeling of information about spoilage or
deterioration of hydrogel lenses can be
assured by the general controls
provisions of the act. FDA believes that
the higher level of lens replacement
among hydrogel users is acceptable
when balanced against the improved
comfort and other factors discussed in
‘this section of the preamble.

V. Risks to Health

The risks associated with the use of
the device include: (1) Corneal infection
that may result from lens or lens care
solution contamination; (2) corneal
abrasion that may occur from a torn lens
or poor lens design or fit: (3) corneal
edema that may occur if lens material or
design prevents adequate delivery of
oxygen to the cornea; (4) corneal
vascularization that may result from
inflammation or as a result of corneal
edema: {5) corneal damage that may
result from wearing a lens that has been
soaked in a solution that is intended for
use with conventional (hard) contact
lenses and that should not be used with
hydrogel contact lenses; {6} eye
irritation from short-term exposure of a
hypertonic lens: (7) excessive tearing,
unusual eye secretions, and photophobia
that may occur as a result of lens wear,
the exact cause of which would have to
be determined from patient
examination; and (8) giant papillary
conjunctivitis, the exact cause of which
is unknown.

VI. Public Comment

FDA invites comments on all aspects
of the proposal, but particularly on the
following issues:

1. Do the data presented in this
proposal constitute sufficient “valid
scientific evidence” of safety and
effectiveness to support reclassification
of each of the seven marketed hydrogel
lenses identified in the proposed
regulation? FDA especially is interested
in the sufficiency of the clinical data
presented for the lathe-cut polyHEMA
lens, the ultrathin series of the
polyHEMA lens, the HEMA polymer
with methacrylic acid lens, the thin
series of the HEMA polymer with 1-
vinyl-2-pyrrolidinone lens, the HEMA
polymer with 1-vinyl-2-pyrrolidinone
and methyl methacrylate lens, and the
HEMA polymer N-(1,1-dimethyl-3-
oxobutyljacrylamide lens.

a. If not, what additional publicly
available data are there to support
reclassification? .

b If so, are general controls sufficient
to provide reasonable assurance of the
safety and effectiveness of the device?

c. If general controls are not sufficient
to provided reasonable assurance of the
safety and effectiveness of the device, is
there sufficient information to establish
a performance standard to provide such
assurance, c

d. If general controls are not
sufficient, and there is sufficient
information to establish a performance
standard to provide reasonable
assurance of safety and effectiveness of
the device, is a performance standard
necessary to assure any of the lens
properties or design characteristics that
FDA has identified as “clinically
significant” (see section IIf of the
preamble) or to protect against any of
the concerns raised in the 1975 notice
declaring as new drugs all contact lenses
consisting of polymers other than
PMMA (see section LB. of the
preamble)?

e. Should any reclassification take
effect (i) before or (ii) after such a
standard has been established?

2. Is there publicly available “valid
scientific evidence” to support
reclassification of other than daily wear
spherical hydrogel lenses? For example,
should (a) extended wear lenses, (b)
toric lenses, or (c) other types of
hydrogel lenses be included in any
reclassification? If so, what publicly
available data are there to support
reclassification of such other lenses?

3. With respect to a number of the
lenses proposed for reclassification,
FDA has limited data on their use for
theacorrection of hyperopia and in sonte
cases aphakia. May FDA reclassify a

lens for use in the correction of myopia,
hyperopia, and aphakia based solely or
primarily on data showing that the lens
is safe and effective (a) for the .
correction of myopia? (b) for the
correction of myopia and aphakia?

4. Does specifying the materials of
which the lenses proposed for '
reclassification are principally
composed adequately identify the lenses
for the purpose of reclassification?

5. As discussed in sections Il and IV
of the preamble, the safety or
effectiveness of a specific hydrogel
contact lens is affected by its specific
composition, design, and various other
clinically significant properties.

a. Do the data presented in this
proposal provide sufficient “valid
scientific evidence” of the safety and
effectiveness of lenses of any specific
composition, design, or other
characteristic?

b. If the data do not provide this
evidence, may the identified lenses be
reclassified because of FDA'’s tentative
decision that the safety and
effectiveness of composition, design,
and other clinically significant
properties of specific lenses can be
assured through premarket notification
submissions and substantial
equivalence determinations?

6. Is there publicly available *valid
scientific evidence” to support
reclassification of hydrogel {soft)
contact lens accessories, including
products for cleaning, disinfecting,
wetting, and storage? If so, what
publicly available data are there to
support reclassification of such
accessories?

VII. Economic Impact

As discussed in section I, of this
proposal, in the November 24, 1981
notice of intent FDA invited public
comment on the economic impact of any
reclassification of daily wear spherical
hydrogel (soft) contact lenses. Although
none of the comments presented specific
data on the economic impact, generally
the comments from all groups stated
that reclassification would benefit
industry and consumers by enabling
small firms to have access to newer and
better contact lens materials. Thus,
competition would increase, costs would
decrease, and employment would
increase in these small firms. Also,
comments generally stated that the
contact lens reclassification would
allow small contact lens manufacturing
firms to compete in the world market.

All future manufacturer